(DRAFT/UNAPPROVED)

VIRGINIA BOARD OF PHARMACY
MINUTES OF BOARD MEETING

December 12, 2007 Perimeter Center
Second Floor 9960 Mayland Drive, Suite 300
Board Room 1 Richmond, VA 23233-1463
CALL TO ORDER: . The meeting was called to order at 9:10AM.
PRESIDING: Bobby Ison, Chairman
MEMBERS PRESENT: Gill B. Abernathy

John O. Beckner

Willie Brown

Jennifer H. Edwards
David C. Kozera

Leo H. Ross

Michael E. Stredler .«
Brandon K. Yi

MEMBERS ABSENT: Gerard Dabnes

STAFF PRESENT: Elizabeth Scott” “ysﬁzﬂ, Executive Director
Catliy M. Reiniers-Day, Deputy Executive Director
) Carol‘me D. Juran, Deputy Execu‘uve Dlrector

* Elame J . Yeatts, Senior Regulatory Analyst, DHP
Sharon Davenport, Administrative Assistant
‘Sandra W. Ryals, Director, DHP, was present for part of the
meeting

QUORUM: With nine members present, a quorum was established.

With one addition to the agenda, a question related to compliance
with USP 797, the agenda was approved as presented.

APPROVAL OF MINUTES: The Board reviewed draft minutes for September 12, 2007,
October 10, 2007, and October 27, 2007. With no changes to the
minutes, the minutes were approved as presented.

PUBLIC COMMENTS: There were no public comments received.

LEGISLATION UPDATE: Ms. Yeatts and Ms. Russell provided an update on legislative
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proposals by the Board. The Department has received permission
to draft for introduction the three pieces of legislation requested by
the Board to include scheduling of lisdexamphetamine and
oripavine, allowing the Board to mandate up to two hours of
continuing education on a specific topic annually with prior
notification, and removing specific expiration dates of licenses
from the statute to allow the Board to stagger some of its renewal
processes. To date, only the scheduling bill has been drafted.

Ms. Russell stated that the final rules establishing a pedigree
system are under administrative reviewsin the Governor's office.

Ms. Yeatts explained that when the previously removed the
inactive status for practitioners of the healing arts selling
controlled substances (PS Ds), 18 VAC 110-30 et seq, the Board
inadvertently failed to rergve the ff;e for this status.

.ifez

pharmamst partlmpatmg in remote processing for hospitals and
nursmg homes to be licensed in Virginia. The Board discussed the
matter and agreed that a requirement for a Virginia pharmacist to
bé involved in the dispensing process is necessary for public

protection. It is essential for accountability in the event of a
prescription error. If an error is made by a pharmacist not licensed
in Virginia, the Board has little authority to take action. This is
different from pharmacists working in mail order pharmacies
because patients who have prescriptions filled there do not have an
expectation that the pharmacists filling the prescriptions are
licensed in Virginia. This is not the case with a patient in a
hospital in Virginia who has a reasonable expectation that the
pharmacy services are being delivered by persons licensed in
Virginia.

There are differences in statutes and regulations governing the
practice of pharmacy, therefore, pharmacists who provide
prescription processing for hospitals and long-term care facilities
from remote locations need to be familiar with Virginia
requirements for a prescription. Obtaining a license in Virginia 1s
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not burdensome, but it does require passage of a jurisprudence
examination, assuring familiarity with Virginia laws and
regulations.

The petitioner also cited section 276 on remote processing of a
prescription for retail pharmacies, but subsection B of that section
does require that "a pharmacist licensed in Virginia, whether at the
remote pharmacy or the dispensing pharmacy, shall perform a
check for accuracy on all processing done™by the remote

visible area w1fém tﬁe pha_rmacy " and some Board members felt
that:this was con:fusmg because it might be construed to mean that
Lhe Eﬁ’@p box must actually be in the prescription department The
“ t’“éim *pharmacy sometimes connotes the "prescription

depaﬂmem" in larger pharmacies such as grocery stores, "big box"
retailers, or hospitals. The consensus was to change "within the

spharmacy” to "within the permitted facility" to clearly allow the

‘box to be outside the prescription department but still have to be
inside the licensed location. There was also some discussion as to
whether "visible area" should be changed to either "observable
area" or "conspicuous location”. The consensus was to leave it as
"visible area".

A motion was made and passed unanimously to approve
Guidance Document 110-32 as amended by the Board to allow
pharmacies to use a drop box for collection of written
prescriptions and refill requests. (motion by Brown, seconded
by Kozera)

Ms. Russell advised that at the last meeting, the Board had
approved new sanctions for persons performing pharmacy
technician functions without being registered or properly in a
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training program. In making revisions to current guidance
documents, staff was able to combine two guidance documents
into one related to approved sanctions. Staff made a minor change
to the current language in CE sanctions to reflect actual practice
and needs approval of the Board. The change would allow staff to
offer the approved sanctions in second-time CE cases in a pre-
hearing consent order without specific approval by a committee of
the Board in each case.

A motion was made and passed unanimously to approve the
revised Guidance Document 110-09 which combines the old
110-09 and 110-19, and incorporates<sanction changes made at
the previous Board meeting. (motion, by Brown, second by
Kozera. .

Ms. Yeatts and Ms. Russﬁ;gligrgxplained that July 2007 changes in

statute to the Board's grounds for disciplinary action took effect.

One of those changes gave™ ‘Bﬁ%:rd the authority to take action

against an applicant or licensee for unprofessional conduct as
defined in the-Board's regulations. The Board discussed the
possible need for “further defining unprofessional conduct in

regulation, and reviewed such regulations of some other boards
within the=Department as well as other states. The consensus of

was that it did need to promulgate rules to define
unprofessional conduct, specifically with respect to ethics and

 patient confidentiality.

A‘?"%%motion was made and passed unanimously to publish a
NOIRA for the consideration of promulgating regulations to
define unprofessional conduct. (motion by Abernathy, second
by Beckner)

Sandra Whitley Ryals, Director, DHP, gave the Board an update on
several issues.

Ms. Ryals reported that, as a recommendation of the Virginia
Health Reform Commission, there is a modest proposal in the
budget to have a health care workforce data center housed at DHP
which would collaborate with other stakeholders in forecasting
demand for health care practitioner demand and workforce
planning. Some Boards are already collecting workforce data as
part of the renewal process, so DHP would be a natural fit for the
location of the data center.

The Department has additional budget requests for initiatives
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related to meeting key performance measures, primarily related to
the disciplinary performance measure.

There are some budget requests related to new auditing
requirements for risk management, trying to prevent any
misappropriation or other mishandling of the Department's
finances.

spending, partlcularly on discretionary trave %
fairly restrictive travel policies in place, bt
travel goes through one additional layer o
Secretary's office.

“epa:rtment is seeking legislative
sfficient the ability to obtain
documents needed fop'diminvestigation.

Ms. Bdwards provided a teport of BHP activities of interest to the
Board of Pharmacy. She ‘stated that, at the last BHP meeting, an
tive spoke to the Board and stated they are
looking at somg of their legislative initiatives to include requiring
reporting of medication errors to this agency, requirements for

rlaealth_»care professionals to show continued competency in order to
”renew 4 license, requiring hospitals to have some type of

confinueéus quality improvement program, and allow suspension of
a license with a pattern of medical errors.

Ms. Russell provided a report on both the NABP Fall legislative
conference and the NABP/AACP District 1T conference. She
stated that NAPLEX was back on line October 1, 2007, and that
everything seems to be working well. She stated that the next
annual conference is in Baltimore, MD, on May 17-22, 2008.

Ms. Reiniers-Day presented the Board’s disciplinary caseload
report and staied that there were 174 cases at the enforcement
level, 82 cases at the probable cause level, 4 cases at the informal
conference level, 6 cases at the formal hearing level and 38 cases at
the APD level. Further, there were 259 cases at the Compliance
Tracking level, which includes cases wherein continuing education
documentation and/or monetary penalties are due.
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Ms. Juran reported that the Board had issued over 800 licenses
since the last meeting, and currently has over 25,000 licensees.

Ms. Juran provided a summary of the pilot and robot programs the
Board is currently monitoring. Ms. Abernathy stated that this
information was very interesting and helpful and requested that
this information be available on the website. Ms. Russell stated
that the orders approving the pilot programs are public information
and could be scanned and made available on the website.

Staff will have all current pilot orders scanned and put on the
website, as well as adding future orders as they are entered

Mr. Orr stated that there are now 18.9 mill

base. He also provided the Board with information concerning the
recent PMP conference and-the positive feedback received. Mr.
Beckner stated that he had attended the conference and was very
impressed with the quality Gonference and commended Mr.
Orr for his efforts;, Mr. Or"also reported on the new online
rership with VCU School of Medicine on pain

3 d that it was Board-approved for three hours

Mr Kozera moved, and the Board voted unanimously, to
convene a closed meeting pursuant to Section 2.2-3711.A.28 of
the Code of Virginia for the purpose of deliberation to reach a
decision in the matter of a possible summary suspension and to
reach a decision regarding a consent order. Additionally, he
moved that Scotti Russell, Cathy Reiniers-Day, Elizabeth
Revere, Howard Casway, Clay Garrett and Amanda Mitchell
attend the closed meeting because their presence in the closed
meeting was deemed necessary and would aid the Board in its
deliberations.

Mr. Kozera moved, and the Board voted unanimously, that
only public business matters lawfully exempted from open
meeting requirements and only such public business matters as
were identified in the motion for closed session were heard,
discussed or considered during the closed meeting.
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Mr. Beckner moved, and the Board voted unanimously in
favor of the motion that, according to the evidence presented,
the pharmacy technician practice by Joan Y. Garner poses a
substantial danger to the public, and therefore, the registration
of Joan Y. Garner to practice as a pharmacy technician be
summarily suspended with a consent order offered to Ms.
Garner for the revocation of her registration in lieu of a
hearing. :

Mr. Stredler moved, and the Board ot
accept the consent order signed by Cia D Jones for the
indefinite suspension of his pharmacist license.

recommended amendments to its general
20-10 et seq. The amendments had been

The Board reviewed di
regulations, 18 VAC TH

recommended, subsequéntgg_go a periodic review, by the Regulation
Committee apd staff. The Board reviewed each amendment and

made some 25 to the committee recommendations. The draft
recommendations as amended are attached to the minutes as
Attachment A, ¥

A yoff@n was made and passed unanimously to adopt, as

- prgﬁasé% regulations, the draft as presented with the agenda

and amended by the Board. (motion by Beckner, second by
3rown)

Mr. Ison stated that there is a hospital in the Tidewater area which
will be moving within the next 18 months and did not want to
incur the costs of capital improvements at the current facility to
comply with the clean room standards of USP 797. Ms. Russell
stated that the Board's guidance document 110-36 advises that
although current law requires compliance with USP 797 for sterile
compounding, the Board will not inspect for compliance with
physicals standards until June 30, 2008. She stated that
pharmacies have had to comply with the standards since the law
was enacted several years ago, but that because USP was in a
revision process of these standards and because costs of
compliance with physical requirements was so high for some
hospitals, the Board had deferred inspecting for compliance with
physical standards until June 2008 to provide time for completion
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of USP revisions. Those revisions were published last week, and
become effective July 1, 2008. Ms. Russell stated that the Board
had already pushed back the date for compliance several times
waiting on the USP changes. She suggested that if this hospital is
inspected and cited after July 1, the Board could consider that
situation on its own merits. After some discussion, the consensus
of the Board was that it should not further push back the
compliance date for physical standards.

With all business concluded, the meeting adjourned at 4:00 p.m.

ive Director

Bobby Ison
Board Chairman

Date




Virginia Board of Pharmacy Minutas Attachment A Page 9
December 12, 2007

Project 753 - NOIRA
BOARD OF PHARMACY
Periodic review

18VAC110-20-10. Definitions.

In addition to words and terms defined in §§54.1-3300 and 54.1-3401 of the Code of
Virginia, the following words and terms when used in this chapter shall have the
following meanings, unless the context clearly indicates otherwise:

"ACPE" means the Accreditation Council for Pharmacy Education.

ty

by the board

"Acquisition" of an existing entity permitted, registered or licensgd
means (i) the purchase or transfer of all or substantially all of the assets:
of any corporation that owns or controls the entity; (i) the creation of a partpership by a
sole proprietor or change in partnership composition; (iii) the acquiring of 50% or more

of the outstanding shares of voting stock of a corporation :owriit

‘owrling the entity or of the
parent corporation of a wholly owned subsidiary owning the ‘entity, except that this shall

not apply to any corporation the voting stock of which is activelztraded on any securities
exchange or in any over-the-counter market; or (iv)

the merger of a corporation owning

with another business or corporation.

"Alternate delivery site” means a location authorized'in 18VAC110-20-275 to receive
dispensed prescriptions on behalf of andsfor further delivery or administration to a

patient.

"Aseptic processing” means the tech%‘gque involving procedures designed to
preciude contamination of drugsf"%ggckaging, equipment, or supplies by microorganisms
during processing. ANy

means th gte beyond which the integrity of a compounded,
drug can no longer be assured and as such is deemed to be

"Beyond-use date"
repackaged, or dispenséd
adulterated or misbrande
Virginia.

"Board" méans the Virginia Board of Pharmacy.

"CE" means
of Pharmacy.

means a continuing education unit awarded for credit as the equivalent of 10

medical’record of a patient by a prescriber or his designated agent.

"Class 100 environment” means an atmospheric environment which contains less
than 100 particles, 0.5 microns in diameter, per cubic foot of air.

"Closed system transfer" means the movement of sterile products from one
container to another in which the container-closure system and transfer devices remain
intact throughout the entire transfer process, compromised only by the penetration of a
sterile, pyrogen-free needle or cannula through a designated stopper or port to effect
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transfer, withdrawal, or delivery, to include the withdrawal ¢f a sterife solution from an
ampul in a class 100 environment.

"Compliance packaging" means packaging for dispensed drugs which is comprised
of a series of containers for solid oral dosage forms and which is designed to assist the
user in administering or self-administering the drugs in accordance with directions for
use.

"Contact hour" means the amount of credit awarded for 60 minutes of participation in
and successful completion of a continuing education program.

"Correctional facility" means any prison, penitentiary, penal facility, jail, detention
unit, or other facility in which persons are incarcerated by government officials.

"Cytotoxic drug” means a drug which has the capability of killing fiving cells.

"Facsimile (FAX) prescription" means a ' ‘gtten prescription or order which is
transmitted by an electronic device over telephone linies which sends the exact image to
the receiver (pharmacy) in a hard copy form.

"FDA" means the United States

"Floor stock” means a supply of drugs that have been distributed for the purpose of
general administration by a* prescriber or other authorized person pursuant to a valid
order of a prescriber,

%,

d Drug Administration.

"Foreign school.of pharmacy” means a school outside the United States and its
territories offering<a.course of study in basic sciences, pharmacology, and pharmacy of
at least four years in:duration resulting in a degree that qualifies a person to practice

pharmacy in that countr

2 means a prescription that was falsely created, falsely signed, or altered.

tedtificate” means the certificate given by the Foreign Pharmacy
Equivalency €emmittee of NABP which certifies that the holder of such certificate has
passed the Foreign Pharmacy Equivalency Examination and a credential review of
foreign training to establish educational equivalency to board approved schools of
pharmacy, and has passed approved examinations establishing proficiency in English.

"Generic drug name" means the nonproprietary name listed in the United States
Pharmacopeia-National Formulary (USP-NF) or in the USAN and the USP Dictionary of
Drug Names.

"Hermetic container" means a container that is impervious to air or any other gas
under the ordinary or customary conditions of handling, shipment, storage, and
distribution.
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"Home infusion pharmacy" means a pharmacy which compounds solutions for direct
parenteral administration to a patient in a private residence, long-term care facility or
hospice setting.

"Hospital" or "nursing home" means those facilities as defined in Title 32.1 of the
Code of Virginia or as defined in regulations by the Virginia Department of Health.

"Inactive license" means a license which is registered with the Commonwealth but
does not entitle the licensee to practice, the holder of which is not required to submit
documentation of CE necessary to hold an active license.

"Light-resistant container” means a container that protects the conten._’_es:%aﬁggm the

contents have been used. Where a monograph directs protectlon from lig
light-resistant container is intended.

"Long-term care facility” means a nursing home, retirer
other facility or institution which provides extended health care'tg, gesndent patients.

“NABP’” means the National Association of Boap ;f Pharmacy.

"Open-system transfer"” means the combmlng “of products in a nonsealed reservoir
before filing or when a solu’uon passes thmugh the atmosphere during a transfer
operation. % z

"Permitted physnman me“”ams a phys:cgan who is licensed pursuant to §54.1-3304 of

"Perpetual mventorv Ma"ns an ongoing system for recording guantities of drugs
received, dlspensed or otherwise distributed, and drugs on hand by a pharmacy.

"Personal SE&&QQSIOH" means the pharmacist must be physically present and render
direct, personal ‘contral over the entire service being rendered or act being performed.
Neither prior nor ﬁ;ture instructions shall be sufficient nor, shall supervision rendered by

telepmge, written instructions, or by any mechanical or electronic methods be sufficient.

Phawacy closing” means that the permitted pharmacy ceases pharmacy services
or faifs, to’ provide for continuity of pharmacy services or lawful access to patient
prescrlpﬁan records or other required patient records for the purpose of continued
pharmacy services to patients.

"Pharmacy technician trainee" means a person who is currently enrolled in an
approved pharmacy technician training program and is performing duties restricted to
pharmacy technicians for the purpose of obtaining practical experience in accordance

with §54.1-3321 D.
"PIC" means the pharmacist-in-charge of a permitted pharmacy.




Virginia Board of Pharmacy Minutes Attachment A Page 12
December 12, 2007

"Practice location” means any location in which a prescriber evaluates or treats a
patient.

"Prescription department” means any contiguous or noncontiguous areas used for
the compounding, dispensing and storage of all Schedule Il through VI drugs and
devices and any Schedule | investigational drugs.

"PTCB" means the Pharmacy Technician Certification Board, co-founded by the
American Pharmaceutical Association and the American Society of Health System
Pharmacists, as the national organization for voluntary examination and certification of
pharmacy technicians.

"Quality assurance plan" means a plan approved by the board for continuous
ongeing monitoring, measuring, evaluating, and, if necessary, improving the
performance of a pharmacy function or system.

"Radiopharmaceutrcal" means any drug that exhlbtts spontan ous disintegration of

nonradioactive reagent kit or radionuclide generator that is intended 6be used in the
preparation of any such substance, but does not include drugs such as carbon-

containing compounds or potassium-containing saltssthat include trace quantities of
naturaily occurring radionuclides. The term also includs y. biological product that is
labeled with a radionuclide or intended solely to be labeled'with a radionuclide.

"Repackaged drug" means any drug removed from 'Z’Ehe manufacturer's original

package and placed in different packaging.

"Robotic pharmacy system" means a mechanical system controlled by a computer
that performs operations or activities- relative to the storage, packaging, labeling,
dispensing, or distribution of me@tmat ns, and collects, controls, and maintains all
transaction information.

,,,,,

"Safety closure container” means a Eontainer which meets the requirements of the
federal Poison Prevention Paqkagmg Act of 1970 (15 USC §§1471-1476), i.e., in testing
such containers, that 85% of ‘g test group of 200 children of ages 41-52 months are
unable to open the€entainer in:a five-minute period and that 80% fail in another five
minutes after a det nstration of how to open it and that 90% of a test group of 100
adults must be able to:gpen and close the container.

"’-* S

"Satellite pharmacy'f‘ means a pharmacy which is noncontiguous to the centrally
permitted Hrarmacy of a hospital but at the location designated on the pharmacy permit.

packaging” means packaging that is designed or constructed to be
significantly difficult for children under five years of age to open to obtain a toxic or
harmful amount of the drug contained therein within a reasonable time and not difficult
for normal adults to use properly, but does not mean packaging which all such children
cannot open or obtain a toxic or harmful amount within a reasonable time.

"Special use permit" means a permit issued to conduct a pharmacy of a special
scope of service that varies in any way from the provisions of any board regulation.

"Sterile pharmaceutical product” means a dosage form free from living
microorganisms.

"Storage temperature" means those specific directions stated in some monographs
with respect to the temperatures at which pharmaceutical articles shall be stored, where
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it is considered that storage at a lower or higher temperature may produce undesirable
results. The conditions are defined by the following terms:

1. "Cold" means any temperature not exceeding 8°C (46°F). A refrigerator is a cold
place in which temperature is maintained thermostatically between 2° and 8°C (36° and
46°F). A freezer is a cold place in which the temperature is maintained thermostatically
between -20° and -10°C (-4° and 14°F).

2. "Room temperature” means the temperature prevailing in a working area.

3. "Controlled room temperature" is a temperature maintained thermostatically that
encompasses the usual and customary working environment of 20° to 25°€=(68° to

and that allows for excursions between 15° and 30°C (59° an
experienced in pharmacies, hospitals, and warehouses.

4. "Warm" means any temperature between 30° and 40°C (86° and 1042Ey.
5. "Excessive heat" means any temperature above 40°C (:t»%° |

6. "Protection from freezing” means where, in addition toihe risk of breakage of the
container, freezing subjects a product to loss of strengtk  /potency, or to the
destructive alteration of its characteristics, the container label bears an appropriate
instruction to protect the product from freezing.

7. "Cool" means any temperature between 8° and5°C (46° and 59°F).

"Terminally ill" means a patient with a termmai condlt:on as defined in §54.1-2982 of
the Code of Virginia.

"Tight container" means a container that, rotects the contents from contamination
by extraneous liquids, solids, or. yapors, from'loss of the drug, and from efflorescence,
deliquescence, or evaporation under the ordinary or customary conditions of handling,
sh;pment storage and dlstr}}?aut on,’ and is capable of tight reclosure Where a tight

specified in United Stafes "F’taarmacopeia -National Formulary.

"Unit dose container” mea"r;s a container that is a single-unit container, as defined in
United States P macopela -National FormuEary, for articles intended for administration

"Unit dose péekage“ means a container that contains a particular dose ordered for a
patie;

Jnit cﬁ’ose system" means a system in which multiple drugs in unit dose packaging
are d‘“ e@ensed in a single contamer such as a medicatson drawer or bin, !abeied only

pharmacy on the drug packagmg or container but are obtained by the person
administering directly from a prescriber's order or medication administration record.

"USP-NF" means the United States Pharmacopeia-National Formulary.

"Well-closed container” means a container that protects the contents from
extraneous sofids and from loss of the drug under the ordinary or customary conditions
of handling, shipment, storage, and distribution.
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18VAC110-20-20. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Unless otherwise provided, any fees for taking required examinations shall be
paid directly to the examination service as specified by the board.

C. Initial application fees.

1. Pharmacist license $180
2. Pharmacy infern registration $15
3. Pharmacy technician registration $25
4. Pharmacy permit $270
5. Permitted physician licensed to dispense drugs : $270
6. Medical equipment supplier permit $180
7. Humane society permit $20
8. Nonresident pharmacy $270
9 $90

. Controlled substances registrations

$150
44 Innovative program approval. ; $250
if the board determines that a technlcai consuitant is required in order to
make a decision on approval, any- 6%@%&@%%3 not to exceed the
actual cost, shall also be pa:d by the apphcant in addition to the
application fee. b4
1211, Approval of a pharmaé%g;technician training program $150
13-12. Approval of gaﬁeontinuing%éducation program $100
1. Pharmacist active ild*ég{;;}se 390
2. Pharmagist inactive license $45
3. Pharfﬁa'ﬁx‘a*%eonmman registration $25
4. Pharmacy pérmit $270
5. Physician permit to practice pharmacy $270
6. Medical equipment supplier permit $180
7. Humane society permit $20
8. Nonresident pharmacy $270
9. Controlled substances registrations 390

10. Innovative program continued approval based on board order not to
exceed $200 per approval period.
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11. Approval of a pharmacy technician training program $75 every two
years

E. Late fees. The following late fees shall be paid in addition to the current renewal
fee to renew an expired license within one year of the expiration date or within two years
in the case of a pharmacy technician training program. In addition, engaging in activities
requiring a license, permit, or registration after the expiration date of such license,
permit, or registration shall be grounds for disciplinary action by the board.

. Pharmacist ilicense

. Pharmacist inactive license

. Pharmacy technician registration

. Pharmacy permit

. Physician permit to practice pharmacy
. Medical equipment supplier permit

. Humane society permit

. Nonresident pharmacy

© 0 ~N O U kW N -

. Controlled substances registrations
10. Approval of a pharmacy technician traininq progra

the expiration date in the case of a pharmaev teEhmman training program, shall submit

an application for reinstatement with any required fees. Reinstatement is at the
discretion of the board and, except for reinstatement following license revocation or
suspension, may be granted :an the*executive director of the board upon completion of
an application and payment of any reogmred fees.

. Pharmacist license )

1 $210
2. $500
3. icia) $35

4. Pharmacy techmolan reglstratlon after revocation or suspension 3125

5. Edciitties or entities that cease operation and wish to resume shall not be eligible for
remstaterﬁént but shall apply for a new permit or registration. Facilities or entities that
faited to refew and continued to operate for more than one renewal cycle shall pay the
current ahd all back renewal fees for the years in which they were operating plus the

following reinstatement fees:

a. Pharmacy permit $240
b. Physician permit to practice pharmacy $240
c. Medical equipment supplier permit $210
d. Humane society permit $30

e. Nonresident pharmacy $115
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f. Controlled substances registration $180
g. Approval of a pharmacy technician training program $75
G. Application for change or inspection fees for facilities or other entities.
1. Change of pharmacist-in-charge $50
2. Change of ownership for any facility $50
3. Inspection for remodeling or change of focation for any facility 150
4. Reinspection of any facility $150
5. Board-required inspection for a robotic pharmacy system $150
6. Board-required inspection of an innovative program location $150
7. Change of pharmacist responsible for an approved innovative $25

program
H. Miscellaneous fees.

1. Duplicate wall certificate
2. Returned check

Part II
Licensure Requirements for Pharmacists

18VAC110-20-30. Requwements for pharmacy practical experience.

A. Each applicant for licensure as a pharmacist by-examination shall have gained
practlcal expenence in the pract;ce of pharmacy——te—melude—ne—iess—than—%@@-hwps—m

this sectlon and 18 VAC 110 20-40.

B. An applicant w ,
4-2003-shall-aceumulate for Ilcensure as a pharmamst shall attam a minimum of 1 500

hours of pract:cal expenence—e#whmh%east—%@@—he«mhau—be—gamed-m%de-eﬁa
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C. Practical experience that is _gained within an ACPE-accredited school of
pharmacy, that conforms to_the current ACPE standards, and that allows the student to
gain at least 1500 hours of practical experience, shall meet the board's practical
experience requirements for licensure as a pharmacist.

C.D. All practical experience credit gained outside of an ACPE-accredited school of
pharmacy program reguired shall only be gained after successful completion of the first
prefes&enai—yea# equivalent of at least two semesters in an ACF’E accredite

person desiring to gain practical Qharmacv expenence in Virqmla shall first reglster W|th
the board as a pharmacy intétn on aform provided by the board prior to becomlng S0
engaged as a pharmacy mtern.w €
gaining practical experi 'ce withiffitHe Commonwealth whether for hcensure in lrgml

orin another state. % °

B. In order to be eligible & reqister as a pharmacy intern. an applicant shall meet at
least one of the following criteria.

1. The appli ‘~ahai1 be enrolled in, and have started course work, in a professional
degree program ‘of & f a board- aporoved school of pharmacy. Such registration_is only
valid_wi whlle the sfident is enrolled in the school of pharmacy and is satisfactorily
gro,gresssfgq toward meeting the requirements for licensure as a pharmacist. An
expmatton‘:date shall be assigned to the registration_to cover the estimated time period
for the&asw;@ent to complete the school program and pass the required examinations. If
the student is no lonaer enrolled in the school program, takes a voluntary break from the
program, or is_otherwise not actively participating in the school program, except for
reqularly scheduled school breaks, the registration is no ionger valid and shall be

returned to the board immediately;

2. The applicant is a graduate of a board-approved school of pharmacy or a
araduate of a foreign school of pharmacy, has established educational eqguivalency and
proficiency in English by obtaining the FPGEC certificate. and desires to gain required
practical experience_required for licensure as a pharmacist. Such applicant_shall
provide documentation on a_board-approved form of current employment. or an
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employment start date within 80 days. in_a pharmacy in Virginia with approvat by the
supervising pharmacist. An expiration date shall be assigned to cover the estimated
time period needed to obtain the required practical experience hours and take the
required examinations to become licensed as a pharmacist;

3. The applicant has already gained the required practical experience, but is an
otherwise qualified applicant awaiting examination for licensure. A three-month
expiration date shall be assigned to allow the applicant time to take required
examinations; or

4. The applicant is an applicant for reactivation or reinstatement of a previously-
issued pharmacist license and is meeting board requiremenis for re-licensure. An
expiration date shall be assigned to reasonably cover the period of time necessary to
meet the board requirements.

C. For documented good cause shown the executive dlrectdﬁ’;i'&éof the board may
c_)f an application

form approved by the board and payment of the initial applicatton fee.

B.D. Theapplicant A pharmacy intern shall be supervised by a pharmacist who
holds an a_current, unrestricted license and assumes \ft’]T?mfesponabﬂlty for the trammg,
supervision and conduct of the mtem

shall be returned to the board upon fallure to be enito

D.E. Practical experience gained v\nthm any other other state must be registered with and
certified by the board of that state mwand“eg to be accepted or certified by this board. In
the event that a state does not use integ ships to gain practical experience in pharmacy
but relies on the pharmacy, school to certify the hours of experience, an affidavit from
the pharmacy school certffylng the hours of experience gained in the United States may
be accepted in lieu of board certlflcation

EG. Al practlca‘i experlence of the pharmacy intern shall be evidenced by an
affidavit approved: “%}y the board, which shall be filed prior to or with the application for
examination for licensure.

E-H. An applicant for licensure by endorsement may provide verification acceptable

to the lg@érd of practical experience hours worked as a pharmacist in another state

eiinited States in lieu of pre-licensure intern hours in order to meet the practical
experience reqUirement

I. A pharmagy intern shall notify the board in writing of any change in address of

record within 14 days of such change.

18VAC110-20-50. Curriculum and approved schools of pharmacy.

A. The following minimum educational requirements for the specified periods shall
be recognized by the board for the purpose of licensure.
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2: On and after June 1, 1936, but before June 1, 1964, the applicant for licensure
shall have been graduated from a four-year course of study with a Bachelor of Science
degree in pharmacy awarded.

3:2. On and after June 1, 1964, the applicant for licensure shall have been
graduated from at least a five-year course of study with a Bachelor of Science degree in
pharmacy or a Doctorate of Pharmacy degree awarded.

B. In order to be licensed as a pharmacist within this Commonwealth, the applicant
shall have been granted the first professional degree from a program of a school of
pharmacy which meets the requirements of §54.1-3312 of the Code of Virgini@

18VAC110-20-60. Content of the examination and grades requlred }1
admittance to examination.

A. Prior to admission to any examination required for licensure, th
have met all other requirements fo_include education and practicak gxpenence

requirements, but in no case shall the applicant be adm!tted‘lf grounds exist to deny
licensure under §54 1-3316 of the Code of Vsrgmla

B- When an applicant for dicensure bf"“ﬁexamination fails to meet the passing
requlrements of the board-appf‘aved integrated pharmacy examination on three

D. The applicant shall é’f“s;;ggachieve a passing score as determined by the board on
an examinatiop which tests the candidate's knowledge of federal and state laws related
to pharmacy pragti

E. When an%asppiraént fails to pass the law examination, he shall not be allowed to
retake it for a pen&d of 30 days.

Eialis

“an applicant reguests a testing accommodation for gither examination based on
a pm@caf’ -or_mental impairment that substantially limits one or more major life activities,
subjeck.to ta the Americans with Dlsabmtles Act, the board may_approve a reasonable

1. Supporting documentation shall be provided by the applicant to include the
following to be considered for review:

a. A letter of request from the candidate that specifies the testing
accommodation requested;
b. A written report of an evaluation (educational, psychological, or physical)
within the preceding two vears from a gualified professional which states a
diagnosis of the disability, describes the disability, recommends specific
accommodations, and provides justification that the accommodation s
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appropriate and necessary for the diagnosed disability. If the comprehensive
evaluation was done more than two years ago and the condition is one that is not
subiect to change, the original evaluation report may be submitted along with a
current_letter from the gualified professional stating that there has been no
change in the condition since the time of the evaluation; and

c. A written statement from the appropriate person at the applicant’s school of
pharmacy which describes any testing accommeodations made while the student
was enrolled. if applicable.

2. The applicant will be notified in writing of the decision. If the request for
accommodation is granted, the approval information will be forwarded to the
examination contractor and the form of the accommodation will be coordinated with the
contractor.

18VAC110-20-70. Requirements for foreign-trained applicants

A. Applicants for licensure who were trained in foreign schoe

meet the following-additional-requirements obtain the FPGEC certificate prior to being
allowed to take—the—e*ammaﬂens—eq&wed—by—‘b&#%@—zg-@g— register as a pharmacy

intern and gain reguired practical experience in Virgini

5B. Fuifill Afterobtaining %the FPGEC certificate, the applicant may apply for a

pharmacy intern reg;stﬁatton and shall fulfill the requirements for practical experience as
i 18VAC110-20-30 A—B-and-E and 18VAC110-20-40 A-B. BE
and-FE before being adm}ited to examinations required by 18VAC110-20-60.

B-C. Applicants for llcensure who were trained in foreign schools of pharmacy shall
also ccmial angi achieve passing scores on the examinations as—prescribed set forth
=60 before being licensed as a pharmacist.

18VAC1 10-25:80. Renewal and reinstatement of license.

A. Pharmacist licenses expire on December 31 and shall be renewed annually prior
to that date by the submission of a renewal fee, renewal form, and statement of
compliance with continuing education requirements.

B. A pharmacist newly licensed on or after October 1 shall not be required to renew
that license until December 31 of the following year.

C. A pharmacist who fails to renew his license by the expiration date may renew his
license at any time within one year of its expiration by submission of the renewal fee and
late fee, renewal form, and statement of compliance with continuing education

requirements.
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D. A pharmacist who fails to renew his license for more than one year following
expiration and who wishes fo reinstate such license shall submit an application for
reinstatement, pay the current renewal fee and a reinstatement fee, and submit
documentation showing compliance with continuing education requirements.
Reinstatement is at the discretion of the board and may be granted by the executive
director of the board provided no grounds exist to deny said reinstatement.

E. A pharmacist who has been registered as inactive for more than one year must
apply for reinstatement, submit documentation showing compliance with continuing
education requirements, and pay the current year active renewal fee in order to resume
active licensure.

holds an inactive license, who has allowed his license to lapse, or V
license suspended or revoked must submit evidence of completion of € &
equal to the requirements for the number of years in which his license h ;

active, not to exceed a total of 60 hours of CE.

G. A pharmacist whose license has been lapsed, in mac%rve status, or suspended or
revoked for more than five years shall, as a condition of reins atement in addrtron to 60
hours CE, take and receive a passing score on the board-approv 7
furnish acceptable documentation of one of the folle :

1. Active pharmacy practice within the past Fiy s years as a properly licensed
pharmacist in another state; or

ern registered with the board of at least
o'being reinstated.

2. Practical experience as a pharmaciint
160 hours within six months immediately pri

H. The practice of pharmacy without a chg,reent, active pharmacist license is unlawful
and shall constitute grounds for d“rsciplinary action by the board.

[. It shall be the duty ancF Eesponsrbrhty of each licensee to inform the board of his
current address A Ifcensee shaiEff notify the board within 14 days in writing

record directly throuqh the .poard’'s web-based applrcatron or_other approved means
shall constitute lawful notification. All notices required by law or by these rules and
regulations are, deemed to be legally given when mailed to the address giver of record

in excegs’ of the number required for renewal may not be transferred or credited to
another year.

B. A pharmacy education program approved for continuing pharmacy education is:

1. One that is approved by the Accreditation Council for Pharmacy Education
(ACPE);

2. One that is approved as a Category | Continuing Medical Education (CME)
course, the primary focus of which is pharmacy, pharmacology or drug therapy; or
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3. One that is approved by the board in accordance with the provisions of
18VAC110-20-100.

C. The board may grant an extension pursuant to §54-1-3344-E §54.1-3314.1 E of
the Code of Virginia. Any subseguent extension shall be granted only for good cause
shown.

D. Pharmacists are required to attest to compliance with CE requirements in a
manner approved by the board at the time of their annual license renewal. Following
each renewal period, the board may conduct an audit of the immediate past two years'
CE documents to verify compliance with requirements. Pharmacists are required to
maintain, for twe three years following renewal, the original ceriificates documenting
successful completion of CE, showing date and title of the CE program or activity, the
number of CEU's or contact hours awarded, and a certifying signature or other
certification of the approved provider. Pharmacists selected for audit'must provide these
original documents to the board by the deadline date specified by the*board in the audit
notice.

18VAC110-20-100. Approval of continuing education programs.

review any program offered
rificates bearing the official

by an ACPE -approved provider and will accept for cred
ACPE logo and program number.

1. An approved individual program is a courge, activity, or lecture which includes
subject matter related to the competency of the practlce of pharmacy and which has
been approved for CE credit by the board.

individual program, the sponsor of provider
must make-application apply prior to the program offering on a form provided by the
board. The information which must be provided shall include but not be limited to: name
of provider, location, date and time of program, charges to participants, description of
program content and objectlves credentials of speaker or author, method of delivery,
evaluat;on procedure“ ev:dence “of a pFe—anei post test assessment, credits requested,

of a complete: apphcation of approval or disapproval of a program and the number of
credits which may be awarded. The board shall also assign an_expiration date for
approval of the program not {o exceed two years from the date of approval.

5. The provider of an approved program shall provide to each participant who
completes the required hours and passes the post test a certification with the name of
the provider, name of the participant, description of course and method of delivery,
number of hours credited, date of completion, and program identification number.

6. The provider of an approved program shall maintain all records on that program,
its participants, and hours awarded for a period of three five years and shall make those
records available to the board upon request.
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7. The board shall periodically review and monitor programs. The provider of a CE
program shall waive registration fees for a representative of the board for that purpose.

8. Any changes in the information previously provided about an approved program
or provider must be submitted or the board may withdraw its approval. [f a provider
wants to give a live program more than once, all program dates must either be
submitted on the original application or provided to the board in subseauent
correspondence at least five days prior to giving the program.

Part Il
Requirements For Pharmacy Technician Registration

18VAC110-20-101. Application for registration as a pharmacy technici

A. Any person wishing to apply for registration as a pharmacy;
submit the application fee and an application on a form approved by the B

B. In order to be registered as a pharmacy technician, an applicant s ’?u provide
evidence of the following:

1. Satisfactory completion of an approved training progr

2. A passing score on a board-approved examination.

C. In lieu of the requirements of subsectior f this section, an applicant may

provide evidence of current PTCB certification.

D. A pharmacy technician_trainee may perform tasks restricted to pharmacy
technicians for no more than nine monthsiwithout becoming registered as a pharmacy
technician.

18VAC110-20-102. Criteria for approval for' trammg programs.

A. Any person wishing fo apply for approval of a pharmacy technician training
program shall submit the appﬁcatlon {ee and an apphcation on a form approved by the

B. The curriculunt o'“a
instruction in appltcabie clirent laws and regulations and in the tasks that may be

performed by a pharmacy technician to include the following or any other task restricted
S mans in regulation:

1. The entry ‘of pré§cription information and drug history into a data system or other
recordkeeping sys%,em

““The preparation of prescription labels or patient information;

%Th removal of the drug to be dispensed from inventory;
4. THE counting, measuring, or compounding of the drug to be dispensed;

5. The packaging and labeling of the drug to be dispensed and the repackaging
thereof;

6. The stocking or loading of automated dispensing devices or other devices used in
the dispensing process; and

7. The acceptance of refill authorization from a prescriber or his authorized agent
provided there is no change to the original prescription.
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C. tnstructers Each program shall have a program director who shall be either (i) a
pharmacist with a current unrestricted license in any jurisdiction and who is not currently
suspended or revoked in any jurisdiction in the United States; (ii} a pharmacy technician
with at least one year of experience performing technician tasks who holds a current
unrestricted registration in Virginia or a current PTCB certification and who is not
currently suspended or revoked as a pharmacy technician in any jursidiction; or (iii)
other person approved and deemed qualified by the board to be a program director.

D. Instructors for the core components listed in paragraph B of this section shall
meet the requirements for the program director listed in paragraph C of this section.
The program director may serve as an instructor.

B.E. The length of the program shall be sufficient to prepare a program participant to
sit for the board-approved examination and demonstrate entry-level competency.

E-F. The program shall maintain records of program participa{nt?either on-site or at
another location where the records are readily retrievable upon réguest for inspection. A
program shall provide a certificate of completion to participants “who successfully
complete the program and provide verification of completion of the program for a
maintained for two years from

participant upon request by the board. Records shall bes
date of completion or termination of program.

. The program shall report within 14 days any subsia ve change in the program
to include a change in program name, programdirector, instructors, name of institution

or business if applicable. address, program ‘content, length of program, or location of
records. :

H. A pharmacy technician trainingiprogram approval expires after two vears, after
which the program may apply for renewal. For continued approval, the program shall
submit the renewal application, re s:fee. and a self-evaluation report on a form
provided by the board at the time of.renewal notification. Renewal of a program's
approval is at the discretion.of the board, and the decision to renew shall be based on
documentation of continued c@mphance with the criteria set forth in this section.

18VAC110-20-103. Exammatlcm

B. The board may contract with an examination service for the development and
administration of a competency examination.

C. The board shall determine the minimum passing standard on the competency
examination.

D. Anv requests for testing accommodations under the Americans with Disabilities
Act shall be in accordance with the provisions of 18VAC110-20-60 F.

18VAC110-20-104. Address of record; maintenance of certificate.

A. It shall be the duty and responsibility of each pharmacy technician to inform the
board of his current address. A pharmacy technician shall notify the board in writing or
electronically of any change of an address of record within 30 14 days. Properly
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updating address of record directly through the board’s web-based application or other
approved means shall constitute lawful notification. All notices required by law or by
these rules and regulations are deemed to be legally given when mailed to the address
given of record and shall not relieve the registrant of the obligation to comply.

B. A pharmacy technician shall maintain his current reqgistration certificate at his
principal place of practice, available for inspection upon request. A pharmacy technician
who does not have a principal place of practice may maintain it at any pharmacy in
which he practices or his address of record.

18VAC110-20-106. Requirements for continued competency.
A A pharmacy technician shall be requlred to have comp!eted a mi

registration. Hours in excess of the number required for renewal may’ e
or credited to another year.

of up to one year in order for the pharmacy technrcran to fuIﬂEI the” contrnurng education
requirements for the period of time in question. Thé&tgranting of an extension shall not
ing with’ current year requirements. Any

programs shall be maintained by the pharm gy technician for a period of twe three
years following the renewal of his registratign. The pharmacy technician shall provide
such original certificates to the board upon reguest in @ manner to be determined by the
board. ‘ -
Y Part IV

APharmacies

18VAC110-20-110. Phari

A. A pharmacy permit shall not be issued to a pharmacist to be simultaneously in
charge of more, than two pharmacies.

t-in-charge (PIC) or the pharmacist on duty shall control all aspects
of the practice ofgpharmacy Any decision overriding such control of the PIC or other
pharm cist on duty shall be deemed the practice of pharmacy and may be grounds for
a:gy action against the pharmacy permit.

: When the PIC ceases practice at a pharmacy or no longer wishes to be
desrgna"ke”d as PIC, he

acy permits generally.

shall immediately return the pharmacy
permit to the board_indicating the effective date on which he ceased to be PIC.

D. Although not required by law or regulation, an outgoing PIC shall have the
opportunity to take a complete and accurate inventory of all Schedule Il through V
controlled substances on hand on the date he ceases to be PIC, unless the owner
submits written notice to the board showing good cause as to why this opportunity

should not be allowed.
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E. A PIC who is absent from practice for more than 30 consecutive days shall be
deemed to no longer be the PIC. Pharmacists-in-charge having knowledge of upcoming
absences for longer than 30 days shall be responsible for notifying the board, returning
the permit, and taking the required inventory. For unanticipated absences by the PIC,
which exceed 15 days with no known return date within the next 15 days, the owner
shall immediately notify the board and shall obtain a new PIC.

D: F. An application for a permit desighating the new PIC shall be filed with the
required fee within 14 days of the original date of resignation or termination of the PIC
on a form provided by the board. it shall be unlawful for a pharmacy to operate without a
new permit past the 14-day deadline unless the board receives a request for an
extension prior to the deadline. The executive director for the board may grant an
extension for up to an additional 14 days for good cause shown.

G. Only one pharmacy permit shall be issued to conduct a pharnéiacv occupying the
same desrqnated prescnptlon department space. A pharmacy shall not engage m any

wholesale-distributing, out of the same designated prescnptlon departmént space.

H. Before any permit is issued. the applicant shali attest to compllance with all

any person to operate from a private dwe[!mq or reS|d “after (effective date of this

subsection).
18VAC110-20-111. Pharmacy technicians.

A. Every pharmacy that employs or uses pharmaey technicians shall maintain a site-
specific tralmng program and manua!‘tfor tramlng pharmacy technimans to work at that

performing technician dutles, and pharmacy calculations consistent with the duties at
that pharmacy. 4

B. Every pharmacy shall ma‘mtaln documentation of successful completion of the site
specific training mogram for each pharmacy technician for the duration of the
=4 period of two years from date of termination of employment.

antly employed pharmacy technicians shall be maintained on site

- ry
pharmacy technician training program pursuant to §54.1-3321 D of the Code of Virginia
shall allow such person to conduct tasks restricted to pharmacy technicians for no more
than nine months without that person becoming registered as a pharmacy technician
‘with the board as set forth in 18VAC110-20-101. Every pharmacy using such a person

shall have documentation on site and available for inspection showing that the person is
currently enrolled in an approved training program_and the start date for each pharmacy
technician in training.

18VAC110-20-120. Special or limited-use pharmacy permits.

A. For good cause shown, the board may issue a special or limited-use pharmacy
permit, when the scope, degree or type of pharmacy practice or service to be provided
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is of a special, limited or unusual nature as compared to a regular pharmacy service.
The permit to be issued shall be based on special conditicns of use requested by the
applicant and imposed by the board in cases where certain requirements of regulations
may be waived. The following conditions shall apply:

1. The application shall list the regulatory requirements for which a waiver is
requested and a brief explanation as to why each requirement should not apply to that
practice.

2. A policy and procedure manual detailing the type and method of operation, hours
of operation, schedules of drugs fo be maintained by the pharmacy, and”method of
documentation of continuing pharmacist control must accompany the application™

3. The issuance and continuation of such permits shait be subj ect to
compliance with the conditions set forth by the board.

B. For a special-use pharmacy located in or providing services to a freestlinic that
uses volunteer pharmacists on a part-time basis with pharmacy business hours less

than 20 hours a week, the board may grant a waiver to the -restrtc{ed access provisions
of 18VAC110-20-190 under the following conditions:

1. The access is only for the purpose of repairing or upqradtﬁtj’""gessentia[ equipment
or for the purpose of securing a delivered drug orderia.the pharmacy.

2. The PIC shall be nofified prior to each %exs}:tfv and give permission for the
designated, specific individuals to enter. -

3. If entry is by a non-pharmacist, tw:persons must enter together, one of whom
must be an employee or volunteer of the free glinic who holds a license as a nurse,
physician, or a physician assistant. Both persons must remain in the pharmacy the
entire time that access is requwed """"

4. The key or other means of unlockmq the pharmacy and the alarm access code
shall be maintained in a s{ecur”" ocata@n within the facility in a sealed envelope or other
container with the nam o) If a non-
pharmacist_accesses<the:p
licensed health professionaliias set forth in paragraph B 3 of this section, is responsibie
for resealing the means of access and writing his name across the seal. The PIC shall
gnsure that tha,_ alarm access code is changed within 48 hours. In lieu of the

log shaT%be maintained on premises for one year.

18VAC110-20-130. Pharmacy closings; going out of business; change of
ownership.

A. At least 14 days prior to the date a pharmacy closes in accordance with §54.1-
3434.01 of the Code of Virginia or goes out of business, the owner shall notify the
board. The proposed disposition of all Schedule II through VI drugs, prescription
dispensing records, patient information records, and other required records shall be
reported to the board. If the pharmacy drug stock and records are to be transferred to
another licensee, the owner shall inform the board of the name and address of the
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licensee to whom the drugs and records are being transferred and the date of transfer.
Prescription records for prescriptions with active refills shall be transferred to another
pharmacy where a patient may obtain access for the purpose of obtaining refills either at
that location or in accordance with the transfer provisions of 18 VAC 110-20-360.

B. Exceptions to the public notice as required in §54.1-3434.01 of the Code of
Virginia and the notice required in subsection A of this section shall be approved by the
board and may include sudden closing due to fire, destruction, natural disaster, death,
property seizure, eviction, bankruptcy, or other emergency circumstances. If the
pharmacy is not able to meet the notification requirements of §54.1-3434.01, the owner
shall ensure that the board and public are properly notified as soon as he knows of the
closure and shall disclose the emergency circumstances preventing the notification
within the required deadlines.

C. In the event of an exception to the notice as required in §54 1-3434.01 of the
Code of Virginia and in subsection A of this section, the PIC ¢ er shall provide
notice as far in advance of closing as allowed by the circumstance

D. At least 14 days prior to any change in ownershlp of an existing pharmacy, the
owner shall notify the board of the pending change.

1. Upon any change in ownership of an exi Llarmacy, the prescription
dispensing records for the two years immediately prece‘ g the date of change of
ownership and other required patient information:ghall be provided to the new owners on
the date of change of ownership in substantially he same format as previously used
immediately prior to the transfer to provide conti y of pharmacy services.

3. The format of the prescnptlon Jspensmg records which are transferred to a new
owner shall comply with the reqwrements of Chapter 34 (§54.1-3400 et seq.) of Title
54.1 of the Code of Virginia, and this chapter. Failure to comply with this chapter during
a change in ownership shall be deemed to he a closing of the exnstmg pharmacy for

section.

18VAC110-20-140.
pharma_gie%.

pharmacies, acquisitions and changes to existing

existing ph ’cy, change the location of an existing pharmacy, move the location or
make structural changes to an existing prescription department, or make changes to a
previously approved security system shall file an application with the board.

B. In the acquisition of an existing pharmacy, if prescription records are to be
accessible to anyone for purposes other than for continuity of pharmacy services at
substantially the same level offered by the previous owner or for the necessary transfer
of prescription records, the owner of the pharmacy acquiring the records shall disclose
such information in writing to each patient 14 days prior to the acquisition. Such release
of prescription records shall be allowed only to the extent authorized by §32.1-127.1:03
of the Code of Virginia.

C. The proposed location or structural changes shall be inspected by an authorized
agent of the board prior to issuance of a permit.
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1. Pharmacy permit applications which indicate a requested inspection date, or
requests which are received after the application is fited, shall be honored provided a
14-day notice is allowed prior to the requesied inspection date.

2. Requested inspection dates which do not allow a 14-day notice to the board may
be adjusted by the board to provide 14 days for the scheduling of the inspection.

3. At the time of the inspection, the dispensing area shall comply with 18VAC110-20-
150, 18VAC110-20-160, 18VAC110-20-170, 18VAC110-20-180, and 18VAC110-20-
190.

4. If an apphcant substantially falls fo meet the requ:rements fori Issuance; ef“a permit

intearity of the druqs if there is a change in the de ated opening date, the pharmacy
shall notify the board office, and a pharmacist sha wze&gntinue to be on-site on a daily
basis. &

18VAC110-20-180. Security system.

A. A device for the detection of breaking shall be installed in each prescription
department of each pharmacy.sThe installation and the device shall be based on
accepted burglar alarm mdustry standards and shall be subject to the following
conditions:

2. The device shall be memtored in_accordance with accepted industry standards,
maintained in gperating order, and shall have an auxiliary source of power, and shall be
capable of sending an alarm signal to the monitoring entity when breached if the

; S fiot operational.
3. The device §hall fully protect the prescription department and shall be capable of

shall b Mféetricted to the pharmacists working at the pharmacy, except for access by
other pérsons in accordance with 18VAC110-20-190 B 2, and the system shall be
activated whenever the prescription department is closed for business.

B. Exceptions to provisions in this section:

Aiarm svstems approved prior to November 4 1993 wm be deemed to meet the
requirements of subsection A 1, 2, and 3, provided that aprevieusly-approved-sesurity
alarm—system—is—in—place-that no structural changes are made in the prescription

department, that no changes are made in the security system, that the prescription
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department is not closed while the rest of the business remains open, and provided
further that a breaking and loss of drugs does not occur. If a breaking with a loss of
drugs occurs, the pharmacy shall immediately upgrade the alarm to meet the current
standards and shall file an application with the board in accordance with 18VAC110-20-
140 A

8:2. If the prescription department was located in a business with extended hours
prior to November 4, 1993, and had met the special security requirements by having a
floor to ceiling enclosure, a separately activated alarm system shall not be required.

£3. This section shall not apply to pharmacies which are open and staffed by
pharmacists 24 hours a day. If the pharmacy changes its hours or if it must be closed for
any reason, the PIC or owner must immediately notify the board, file an application in
accordance with 18VAC110-20-140 A, and have installed within—72 hours prior to
closing, a security system which meets the requirements of subdivisions 1 through 4 of
this section. :

18VAC110-20-190. Prescription department enclosures; acces
department.

A. The prescription departments department of ez pharmacy shall be provided
with enclosures subject to the following conditions:

prescription

at it protects the controlled
ntry and from pilferage at all times

. The enclosure shall be capable of belnq iocked
in a secure mannérzatiany time the pharmacist on duty is not present in the prescription

department.

the aEarm aceess code to—the—dispensing—areas shall be eabjeat—%e—the—feuewng
Feqewemems?
4—Qn+y restricted to pharmamsts practlcmg at the pharmacy and authonzed by the

exceptions:
2:1. The PIC or_a pharmacist on duty, for emergency access, may place a key or

other means of epening-the-losking—devise unlocking the prescription department and

the alarm access code in a sealed envelope or other container with the pharmacist's
signature across the seal in a safe or vault or other secured place within the pharmacy

orother secured-place. This key—or-code means of emergency access shall only be
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used fo allow entrance to the prescription department by other pharmacists, or by a
pharmacy technician in accordance with subsection D of this section. In lieu of the
pharmacist's signature across a seal, the executive director for the board may approve
other methods of securing the emergency keys—er-access codes to the prescription
department.

2. Pharmacy interns, pharmacy technicians, and other persons authorized by the
PIC or pharmacist on duty may possess a key or other means of entry into a locked
prescription depariment only when a pharmacist is on duiy. Such key or other means of
entry shall not allow entry when a pharmacist is not on duty.

C. The prescription department is restricted to pharmacists who are pra ficing:at the
pharmacy. lnteras_ Pharmacy interns, pharmacy technicians, and .ot
designated by the pharmacist on duty may be allowed access by
only during-the-heurs when the pharmacist is on duty. Each pharmacistzwhile on duty,
shall be responsible for the security of the pharmacy, including prowsmnsw'{@r effective
control against theft or diversion of prescription drugs and dev;qgg,_

D. Upon a request by a patient to obtain an alreadgﬁmsp :-Lsed prescription, a
pharmacy technician may enter the pharmacy for the sole’p e of retrieving filled
prescriptions that have already been reviewed and certified” for accuracy by a
pharmacist and deemed ready for delivery to the patient if:

1. There is an unforeseen, unplanned absence of a pharmacist scheduled to work
during regular prescription department hours;

2. Alternate pharmacist coverage canrf immediately be obtained,;

3. The technician is accompanied by a yer of the pharmacy's management or

administration; and ‘

i

4. All requirements of subsectlon E of this section are met.

E. Reqguirements for ent fo the prescription department in the absence of a

pharmacist.

1. The requiremgnté for prescriptions awaiting delivery in subsection A of
18VAC110-20-200 are followed.

2. Prior to¥ ntry into the prescription department, the pharmacy technician shall
obtain verbal permss&to,n from the PIC or another pharmacist regularly employed by that
pharmacy to obtaﬂn and use the emergency key or other access and alarm access code
and e ter the pharmacy

‘acord shall be made by the pharmacy technician of the entry to include the

d fime of entry; the name and signature of the pharmacy technician; the name,
and”’ signature of the person accompanying the pharmacy technician; the
pharmacssts name granting permission to enter and telephone number where the
pharmacist was reached; the name of the patient initially requesting needed medication
and the nature of the emergency: a listing of all prescriptions retrieved during that entry;
and the time of exit and re-securing of the prescription department.

4. The pharmacy technician shall reseal the key and alarm access code after the
pharmacy is re-secured, and the PIC shall have the alarm access code changed within
48 hours of such an entry and shall document that this has been accomplished on the

record of entry.
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5. All records related to entry by a pharmacy fechnician shall be maintained for a
period of one year on premises.

18VAC110-20-200. Storage of drugs, devices, and controlled paraphernalia;
expired drugs.

A. Prescriptions awaiting delivery. Prescriptions prepared for delivery to the patient
may be placed in a secureplace secured area outside of the prescription department,
not accessible to the public. and where access to the prescriptions is restricted to
individuais designated by the pharmacist to—designated clerical-assistants. With the
permission of the pharmacist, the prepared prescriptions may be transferred to the
patient at a time when the pharmacist is not on duty. If a prescription is delivered at a
time when the pharmacist is not on duty, written procedures shall be established and
followed by the pharmacy which detail security of the dispensed prescriptions and a
method of compliance with counseling requirements of §54. 1-33‘19 of the Code of

number(s), date of delivery, and the signature of the person recelvmg ‘the prescription,
Such log shall be maintained for a period of one year.

i,

B. Dispersion of Schedule il drugs. Schedule I drug Il either be dispersed with
other schedules of drugs or shall be maintained withi ’écurely locked cabinet,
drawer, or safe. The cabinet, drawer, or safe mg _remain urifo

area completely removed from the prescnptlon department whereby patrons will have
free access to such items or wWhi ‘i%:e pharmacist cannot exercise reasonable

supervision and control.

D. Expired,_or otherwisetadulterated or misbranded drugs; security. Any drug which
has exceeded the expiration‘date or is otherwise adulterated or misbranded, shall not
be dispensed or sold; it shall be separated from the stock used for dispensing. Expired
prescription drugs sﬁa[i be maintained in a designated area within the prescription

department until ij‘@% :disposal.
18VAC110-20-210. Disposal of drugs by pharmacies.
wishes to "dispose of unwanted drugs, he shall use one of the following

he drugs to another person or entity authorized to possess or provide for
proper disposal of such drugs; or

2. Destroy the drugs by burning in an incinerator,_or other board-approved method,
in compliance with all applicable local, state, and federal laws and regulations. If
Schedule I through V drugs are to be destroyed, the following procedures shall apply:

a. At least 14 days prior to the destruction date, the PIC shalt provide a
written notice to the board office; the notice shall state the following:

(1) Date, time, manner, and place of destruction.
(2) The names of the pharmacists who wili witness the destruction process.
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b. If the destruction date is to be changed or the destruction does not occur,
a new notice shall be provided to the board office as set forth above in
subdivision 2 of this section.
¢. The actual destruction shall be witnessed by the PIC and another
pharmacist not employed by the pharmacy.
d. The DEA drug destruction form shall be fully completed and used as the
record of all drugs to be destroyed. A copy of the destruction form shall be
retained at the pharmacy with other inventory records.

Part V

Nuclear Pharmacies

18VAC110-20-240. Manner of maintaining records, prescriptions,
records.

1. Inventories and records of all drugs listed in Schedules | and II shall be

‘‘‘‘‘‘

maintained separately from all other records of the pharmacy ‘Each pharmacy_shall

maintain a perpetual inventory of all Schedule Il drugs rec v__ d and dispensed, with

2. Inventories and records of drugs listed in Scﬁedu!es [, 1V, and V may be
maintained separately or with records of edule VI drugs but shall not be maintained
with other records of the pharmacy.

3. All executed order forms, prescriptions, and inventories of Schedule If through V
drugs shall be maintained at theisame losation address as the stock of drugs to which
the records pertain. If authquzed by DEA, other records pertaining to Schedule I
through V drugs, such as m\FaLces may be maintained m an off-site database or in
secured storage. All records in offis

inspection or audit wﬂhtrms hours of a reguest by the board or an authorized agent.

5. All mventortas requlred by §54.1-3404 of the Code of Virginia shall be signed and
dated=by the person taking the inventory and shall indicate whether the inventory was
taken prlez_ to the opening of business or after close of business. A 24-hour pharmacy
with ™ n:o opening or closing of business shall clearly document whether the receipt or
distributisn of drugs on the inventory date occurred before or after the inventory was
taken.

5. lnvoices or other records showing receipts of Schedule VI drugs shall be
maintained, but may be stored in_an elecironic database or record; as an electronic
image which provides an exact, clearly leqgible, image of the document: or in secured
storage, either on or offsite. All records in offsite storage or database shall be retrieved
and made available for inspection or audit within 48 hours of a request by the board or
an authorized agent.
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6. All records required by this section shall be filed chronologically and maintained
for a period of not less than two years from the date of transaction.

B. Prescriptions.

1. A hard copy prescription shall be placed on file for every initial prescription
dispensed and be maintained for two years from the date of last refill. All prescriptions
shall be filed chronologically by date of initial dispensing.

2. Schedule il drugs. Prescriptions for Schedule Il drugs shall be maintained in a
separate prescription file.

3. Schedule 1il through V drugs. Prescriptions for Schedule |if through V drugs shall
be maintained either in a separate prescription file for drugs listed in Schedules I, 1V,
and V only or in such form that they are readily retrievable from the other prescriptions
of the pharmacy Prescriptions will be deemed readily retrievable if, ét the time they are

with the [etter "C" ho less than one inch high and filed in the pre ; mn file for drugs
listed in the usual consecutively numbered prescription file for Sc iédule VI drugs.
However, if a pharmacy employs an automated data processing system or other
electronic recordkeeping system for prescriptions . permits identification by
prescription number and retrieval of original documen escriber's hame, patient's
name, drug dispensed, and date filled, then the requ!rem nt” to mark the hard copy
prescription with a red "C" is waived.

C. Chart orders.

1. A chart order written for a patient in a hospital or long-term care facility, a patient
receiving home infusion services, or a*hospice patient pursuant to §54.1-3408.01 A of
the Code of Virginia shall be exeme‘tﬁ aving to contain all required information of a
written prescription provided: =

a. This mformatsgn is contamed in other readily retrievable records of the
pharmacy; and =

b. The pharmacy maintains a current policy and procedure manual that sets
out wheré-this information is maintained and how to retrieve it and the
minimut.réguirements for chart orders consistent with state and federal law

a. €hart orders shall be filed chronologically by date of initial dispensing with
the following exception: If dispensing data can be produced showing a
complete audit trail for any requested drug for a specified time period and
each chart order is readily retrievable upon request, chart orders may be filed
using another method. Such alternate method shall be clearly documented in
a current policy and procedure manual.

b. If a single chart order contains both an order for a Schedule Il drug and
one or more orders for a drug in another schedule, where the Schedule I}
drug is not floor stocked, but is dispensed from the pharmacy pursuant to this
order for the specific patient, the original order must be filed with records of
dispensing of Schedule Il drugs and a copy of the order placed in the file for
other schedules.
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18VAC110-20-270. Dispensing of prescriptions; certification of completed
prescriptions; supervision of pharmacy technicians.

A. In addition to the acts restricted to a pharmacist in §54.1-3320 A of the Code of
Virginia, a pharmacist shall provide personal supervision of compounding of
exiemporaneous preparatlons by pharmacy technicians.

and place his initials on the record of dispensing as a certtftcatl 1. of the accuracy of
and the responsubtilty for the entire transaction. Such recs;i sh@wmq ver:f:catlon of

D. if a pharmacist declines to filt a prescrlpt i _for any reason other than the
unavailabmty of the drug prescrlbed he shall record on sthe back of the pI’ESCFIphOﬂ the

E. If a pharmacist determines from a prescrlber or other means that a prescription

presented for dispensing is ay{prqerv, the” pharmacist shall not return the forged
prescription fo the person presentmq it. The forc;ed prescnptlon may be qiven to a law

days before destroying
purpose. E
18VAC110-20-275. Delive('y of dispensed prescriptions.

A Pursuant to §54.1- 3420 2 B of the Code of Virginia, in addition to direct hand
e o] pat:ents agent or delivery to a patlents residence, a pharmacy

||censed to practase pharmacy or to sell controlled substances, or to an authorized
rﬂentlty hotdmg a controlled substances registration issued for this purpose in

1. One pharmacy may fill prescriptions and deliver the prescriptions to a second
pharmacy for patient pickup or direct delivery to the patient provided the two pharmacies
have the same owner, or have a written contract or agreement specifying the services to
be provided by each pharmacy, the responsibilities of each pharmacy, and the manner
in which each pharmacy will comply with all applicable federal and state law.

2. Each pharmacy using such a drug delivery system shall maintain and comply with
all procedures in a current policy and procedure manual that includes the following
information:
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a. A description of how each pharmacy will comply with all applicable federal
and state law;

b. The procedure for maintaining required, retrievable dispensing records to
include which pharmacy maintains the hard-copy prescription, which
pharmacy maintains the active prescription record for refilling purposes, how
each pharmacy will access prescription information necessary to carry out its
assigned responsibilities, method of recordkeeping for identifying the
pharmacist or pharmacists responsible for dispensing the prescription and
counseling the patient, and how and where this information can be accessed
upon request by the board;

c. The procedure for tracking the prescription during each stage of the filling,
dispensing, and delivery process;

d. The procedure for identifying on the prescription labef all pharmacies
involved in filling and dispensing the prescription;

e. The policy and procedure for providing adequate'
confidentiality and integrity of patient information;

f. The policy and procedure for ensuring accuracy and accountability in the
delivery process;
g. The procedure and recordkeeping for ret “#5 the initiating pharmacy
any prescriptions that are not delivered to the pattent and

h. The procedure for informing the'patient and obtaining consent #¥required
by law for using such a dispensing al elivery process.

3. Drugs waiting to be picked up at or dehverec?from the second pharmacy shall be
stored in accordance with subsectio A ‘af 18VAC110-20-200.

C. Delivery to a practitioner of aling arts licensed by the board to practice
pharmacy or to sell controlled substances. or other authorized person or entity holding a
controlled substances reglstratlon authorized for this purpose.

: ty to protect the

1. A prescription may be dehvered by a pharmacy to the office of such a practitioner
or other authorized person provided there is a written contract or agreement between
the two parties . de cribing the procedures for such a delivery system and the
responsibilities of eae party

2. Each pharmacy ¥us"iﬂng this delivery system shall maintain a policy and procedure
manual tatincludes the following information:
rocedure for tracking and assuring security, accountability, integrity, and
racy of delivery for the dispensed prescription from the time it leaves the
pharmacy until it is handed to the patient or agent of the patient;
b. Procedure for providing counseling;
¢. Procedure and recordkeeping for return of any prescription medications
not delivered to the patient,
d. The procedure for assuring confidentiality of patient information; and

e. The procedure for informing the patient and obtaining consent irequired
by-law for using such a delivery process.

3. Prescriptions waiting to be picked up by a patient at the alternate site shall be
stored in a lockable room or lockable cabinet, cart, or other device that cannot be easily
moved and that shall be locked at all times when not in use. Access shall be restricted
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to the licensed practitioner of the healing arts or the responsible party listed on the
application for the controlled substances registration, or either person's designee.

D. The contracts or agreements and the policy and procedure manuals required by
this section for alternate delivery shall be maintained both at the originating pharmacy
as well as the alternate delivery site.

E. A controlled substances registration as_an alternate delivery site shall only be
issued to an entity without a prescriber or pharmacist present at all times the site is
open, if there is a valid patient health or safety reason not to deliver dispensed
prescriptions directly to the patient and if compliance with all requirements for security,
policies. and procedures can be reasonably assured.

18VAC110-20-280. Transmission of a prescription order by facsimi_;é’}ﬁ}g

A. Prescription orders for Schedule il through VI drugs may b
pharmacies by facsimile device (FAX) upon the following conditions:

tient's cﬁoice.

1. The prescription shall be faxed only to the pharmacy olfyth'

2. A valid faxed prescription shall contain all required in%@ matian for a prescription.

A written prescription shall include the prescriber's signature.

3. An authorized agent, as defined in §54.1-3488:01 D of the Code of Virginia, may
transmit an oral prescription by facsimile and sha ord on the faxed prescription the
agent's full name and wording that clearly indicates that the prescription being
transmitted is an oral prescription. g

4. A faxed prescription shall be valid oy if faxed from the prescriber's practice

location, except in the following situations:

a. forforwarding Forwarding a faxed éhart order from a long term care facility or
from a hospice, including a:home hospice:

b. Faxing an oral preé‘@@gtio?i@pv authorized agent under the conditions set forth
in subsection A 2 ef this section; or

c. Forwarding afi‘ﬁ”}‘gétgen prescription by an authorized agent from a long term care
facility, provided thé&:provider pharmacy maintains written procedures for such

pharmagy within seven days of dispensing. The original prescription shall be
attachedi{cithe faxed copy.

5. The followiﬁgﬁ,agfditional information shall be recorded on the faxed prescription:
.a. The daté that the prescription was faxed;

b “The printed name, address, phone number, and fax number of the authorized
prescriber; and

& The institution, if applicable, from which the prescription was faxed, including
address, phone number and fax number.

B. Prescription orders for Schedule 1l drugs may only be faxed for information
purposes and may not serve as the original written prescription authorizing dispensing,
except for orders to be administered to rursing-heme long term care facility and home
infusion patients in accordance with §54.1-3408.01 G B of the Code of Virginia and
except for prescriptions written for a Schedule If narcotic substance for patients residing
in a hospice certified by Medicare under Title XVIII or licensed by the state which may
include home hospice. The prescriber shall note on the prescription if the patient is a
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hospice patient, and the prescription shall meet all requirements for a written
prescription, including the prescriber's signature.

C. If the faxed prescription is of such quality that the print will fade and not remain
legible for the required retention period, the receiving pharmacist shall copy or
transcribe the faxed prescription on paper of permanent quality.

D. Authorizations for refills may be faxed by the prescriber to the pharmacy provided
the authorization includes patient name, address, drug name and strength, quantity,
directions for use, prescriber's name, prescriber's signature or agent's name, and date
of authorization.

18VAC110-20-286. Chart orders for outpatients.

A chart order may be filed by an outpatient (communltv/retall) pharmacy for
putpatient use provided the following conditions are met:

1. The chart order was written for a patient while in a_hosbital
facility. '
2. The pharmacist has all information necessary to constitute a valid outpatient
prescription.

3. The pharmacist in_an outpatient setting has direction *either written or obtained
verbally. that the chart order is actually mtended fo iase outpatient or discharge

prescription orders, and not merely a listing: figs the patient was taking while an
inpatient.

4. The orders include some direction relatedt” to quantity fo be dispensed or
authorized duration of the order by which the pharmacist can_calculate the authorized
guantity using directions for use ang: ﬁiwtat!on

MN-LXW

18VAC110-20-320. Reflllmg of Sche&ute I through VI prescriptions.

A. A prescription for a drg!hg listed in Scheduie lfl, IV, or V shall not be dispensed or
refilled more than six months ‘after the date on which such prescription was issued, and
no such prescriptionﬂ_%aputhorized”?tmp be filled may be refilled more than five times.

1. Each refillingzof 'a_prescription shall be entered on the back of the prescription or
on another record in“accordance with §54.1-3412 and 18VAC110-20-255, initialed and
dated by the pharmacistas of the date of dispensing. If the pharmacist merely initials
e prescription, it shall be presumed that the entire quantity ordered was

permissible, pfov;ded that:
a. Each partial dispensing is recorded in the same manner as a refilling;
b. The fotal quantity of drug dispensed in all partial dispensing does not
exceed the total quantity prescribed; and

c. No dispensing occurs after six months after the date on which the
prescription order was issued.

B. A prescription for a drug listed in Schedule VI shall be refilled only as expressly
authorized by the practitioner. If no such authorization is given, the prescription shall not
be refilled, except as provided in §54.1-3410 C or subdivision 4 of §54.1-3411 of the
Code of Virginia.
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A prescription for a Schedule VI drug or device shall not be dispensed or refilled
more than one year after the date on which it was issued unless the prescriber
specifically authorizes dispensing or refilling for a longer period of time not to exceed
two years.

C. As an alternative to all manual recordkeeping requirements provided for in
subsections A and B of this section, an automated data processing system as provided
in 18VAC110-20-250 may be used for the storage and retrieval of all or part of
dispensing information for prescription drugs dispensed.

D. Au;heﬁzed—FeﬂHs—ef—aH—pFeseﬁpheFkéFugs may—enly—be—eﬁspenseém The t;ming of

provuded then any authorized refills may only be daspensed in reasanabie éa _,grmlty

j dgment

reason for the necessity of the early refill.
Part VI

A. A drug shall be dispensed only in packaging
for that drug. In the absence of such packaging sfgggard far that drug, |t sha[! be
dispensed in a well-closed container.

B

B. Drugs may be dispensed in compli
requested by the patient or for use in hospitz
such packaging meets all current U.S.P.-N.F standards for packaging, labeling and
record keeping. Compliance packac;lnq that is comprised of a series of individual
containers or pockets labeled with the specific date and time when the contents of that
contamer are to be taken, and ”whlch may contam more than one _different druq sha!l

1. If the packaqmq aflows for the separation of the individual containers, the labels
=shall be labeled with the identity of each of the drug

outpatient prescrg’gioﬁ label and shall contain a physical description identifying each
solid dosage form €ontained within the individual containers.
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18VAC110-20-355. Pharmacy repackaging of drug; records required; labeling
requirements.

A. Pharmacies in which bulk reconstitution of injectable, bulk compounding or the
repackaging or prepackaging of drugs is performed shall maintain adequate control
records for a period of one year or until the expiration, whichever is greater. The records
shall show the name of the drug(s) used; strength, if any; date repackaged; quantity
prepared; initials of the pharmacist verifying the process; the assigned lot or control
number; the manufacturer's or distributor's name and lot or control number; and an
expiration date.

B. The drug name; strength, if any; the assigned lot or control number or the
manufacturer's or distributor's name and lot or control number; and an appropriate
expiration date determined by the pharmacist in accordance with USP guidelines shall
appear on any subsequently repackaged or reconstituted units. %

5

C. Pharmacies using automated counting devices or dispens
removed from manufacturer's original packaging and placed in bulk
with the following requirements:

which drugs are
s shall comply

1. A bin filling record shall be maintained, manualfy: ¥ a computerized record for a
period of one vear from date of filling from which inform ors
each bin including:

a. The drug name and strength, if any; .
b. The name of the manufacturer or distributor

c. Manufacturer's control or lot number(s) and éipiration date for all lots placed into
the bin at the time of filling; k

d. Any assigned lot number; and ™
e. An expiration date determined acz?fding to USP guidelines for repackaging;
f. The date of filling; and

g. The pharmagistis initials J%rifvinq the accuracy of the process.

e

2. If more than nge:r“’"lot is added to a bin at the same time, the lot which expires first
shall be used to determine the expiration date if shorter than a calculated date based on

USP guidelines.

3. Each bin shall be labeled in such a manner as to cross-reference the information
on the filling. reéerd with the correct expiration date.

4. If only one lot is added to a bin at one time, but a second subsequent lot may be
added before the first has cleared, the automated device shall be constructed to
reasonably dispense the first ot before the second lot is dispensed, the expiration date
on the bin's label shall reflect the expiration date assigned to the earlier lot, and the bin
shall be allowed to "run dry" where all product is completely removed prior to filling at
least once every 60 days with a record made of the run dry dates.

D. A pharmacy may return a dispensed drug to stock for re-dispensing that has
never left the pharmacy premises or the control of the pharmacy deiivery agent pursuant
to 854.1-3411.1 A 3 under the following conditions:

1. An expiration date shall be placed on the label prior to returning the drug to stock.
in the absence of stability data to the contrary, the date on the label may not exceed the
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expiration date on the manufacturer's container or one vear from the date the drug was
originally dispensed and placed in the prescription vial, whichever date is earlier.

2. The restocked drug shall be used to fill the next prescription received for that
product. In the event that the drug is not dispensed prior to the new assigned expiration
date, it shall be removed from working stock as expired, and disposed of in accordance
with 18VAC110-20-210.

3. If there is no lot number on the label of a drug returned to stock or on the
prescription records which can be cross-referenced from the prescription [abel, the drug
shall be removed from stock upon any recall of that drug product and returned to the
manufacturer or otherwise disposed of in accordance with 18VAC110- 20-21

Part IX
Standards for Prescription Transactions

18VAC110-20-391. Prescription blanks.

If a pharmacy provides prescription blanks to prescribers=po advertising or other
information_shall be on the face of the prescription blank ot 2r_than prompts for
essentlal information reguired by law to be on a written prescrlgtsczn Any nonessential

‘‘‘‘‘‘‘‘

face of the blank.
18VAC110-20-395. Purchase of drugs.

purchase Schedule Il through VI drugs M “a-wholesale dlstr[butor or warehouser
licensed or registered by the board.

18VAC110-20-400. Returning of‘drugs and dewces

A. Drugs may be acceptéd sfor retum or exchange, if consistent with federal law, by
any pharmacist or pharmacy for sale in accordance with the provisions of §54.1-
3411.1 of the Code .gf+d/irginia. Devices may be accepted for return or exchange
provided the device is in themanufacturer's original sealed packaging.

B. Any pharmacy accepting drugs returned from nursing homes or hospitals for the
purpose of redi ns;ng to the indigent free of charge shall maintain a copy of a written
agreement with ursing home or hospital in accordarice with §54.1-3411.1 B of the
Code of Virginia ar d a current policy and procedure manual describing the following:

L=Method of deltvery from the nursing home or hospital to the pharmacy and of
tragking of.all prescription medications;

“Brogedure for determining the suitability and integrity of drugs for redispensing to
include “assurance that the drugs have been stored according to official compendial
standards; and

3. Procedure for assigning a beyond-use date on redispensed drugs.
18VAC110-20-410. Permitted physician licensed by the board.

A. Pursuant to §54.1-3304 of the Code of Virginia, physicians licensed by the board
to dispense drugs, when pharmacy services are not reasonably available, shall be
subject to the following sections of this chapter. For purposes of this section, the terms
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"pharmacist,” "pharmacist-in-charge," "pharmacy”, and "PIC" in the following shall be
deemed to mean the physician permitted by the board:

1. 18VAC110-20-110 C and D

2. 18VAC110-20-130 A;

3. 18VAC110-20-140 A and C;

4. 18VAC110-20-150 except that these requirements shall not apply to physicians
licensed prior to August 25, 2004, unless the dispensing area is relocated or remodeled,;

5. 18VAC110-20-160;

6. 18VAC110-20-180;

7. 18VAC110-20-190 A, B and C;

8. 18VAC110-20-200;

9. 18VAC110-20-210; and

10. 18VAC110-20-240 through 18VAC110-20-410.

B. A physician may apply for a special or limited us
18VAC110-20-120.

18VAC110-20-425. Robotic Pha%maey—Systems g_harmacv systems.

A. A pharmacy providing serwcesﬂao a hospstal or a long-term care facility using a
unit dose dispensing system may: operate a robotic pharmacy
system_dispensing unit dose, bar- ‘diugs and-a-waiver—ef 18VAGC110-20-270-B,
and is _exempted from 18VAC110-—2@270 C, provided the accuracy of the final
dispensed prescription product complies with is—determined—by a written quality
assurance plan and reqwrements of thls chapter An—appheani—sha#—apaty—uﬁng—a—iem

entry of prescription or&éps into the computer operating the system.

Th@@@ckaqmq repackaging, stocklnq and restocking of the robotic pharmagy

3. Phar -clsts shall verify and check for the accuracy of all drugs packaged or
repackaged for use by the robot by a visual check of both labeling and contents prior to
stocking the drugs in the robotic pharmacy system. A repackaging record shall be
maintained in accordance with 18VAC110-20-355 A, and the verifying pharmacist shall
initial the record. Packaging and labeling, including the appropriate beyond-use date.
shall conform to requirements of this chapter and current USP-NF standards.

4. A written policy and procedure must be maintained and shall include at a
minimum, procedures for ensuring:
a. Accurate packaging and repackaging of ali drugs for _use in the robotic
pharmacy system, to include propetly labeled barcodes, and method for ensuring
pharmacist verification of all packaged and repacked drugs compliant with this

chapter;
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b. Accurate stocking and restocking of the robotic pharmacy system;

¢. Removing expired drugs;

d. Proper handling of drugs which may be dropped by the robotic pharmacy
system;

e. Performing routine maintenance of robotic pharmacy system as indicated by
manufacturer's schedules and recommendations;

f Accurate dispensing of drugs via robotic pharmacy system for cart fills, first
doses, and cart fill updates during normal operation and during any scheduled or
unscheduled downtime;
g. Appropriately investigating, identifying and correcting sources of d crep
or errors associated with the robotic pharmacy system; and

h. Maintaining quality assurance reports.

5. Pharmacists shall perform a daily random check of medications pigk d by the
robot for 5% of all patients’ bins and 5% of all first doses or cart _updates.
Documentation of this check shall include the pharmacist's:init for each medication
checked and a description of all discrepancies found.

6. All manual picks shall be checked by pharmacists.

7. If the robot picks an incorrect medication, tha gﬁ%rmacv shall immediately institute
a 100% check of all patients’ bins or doses and shﬁtimmedlatefv report the error to the

8. Quarterly quality agsurance reports demonstratmq the accuracy of the robot shall
be mamtamed Ata mlnlmum these reports shall include:

the date and descrlptlon of all dlscrepanmes that include

b. The total number of doses packaged for the robetic pharmacy system and
total number of doses picked by the robot during the guarter.

c. The totanumber of doses picked by the robot that were checked in
conducting the 5% patient bin check, 5% cart updates check, and 5% first dose
check. d

d*Pates and time associated with any scheduled or unanticipated downtime with
&xplanation of the problem to include the time span of the downtime and the
resolution.

9. All unanticipated downtime shall be immediately reported to the board.

10. All records required by this section shall be maintained at the address of the
pharmacy for a minimum of two years. Records may be maintained in offsite storage or
as an electronic image which provides an exact image of the document that is_clearly
leaible provided such offsite or electronic storage is retrievable and made available for
inspection or audit within 48 hours of a request by the board or an authorized agent.
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18VAC110-20-440. Responsibilities of the pharmacist-in-charge.

A. The PIC in ﬁ»:»ﬁpharmac‘t% located within a hospital or the PIC of any outside
pharmacy providing:pharmacy services to a hospital shali be responsible for establishing
ssuring maintenance of the proper storage, security, and

C. Prior to the opening of a satellite pharmacy within the hospital, the PIC shall notify
the board as required by 18VAC110-20-140 and shall ensure compliance with
subsections B through G of 18VAC110-20-150, 18VAC110-20-160, 18VAC110-20-170,
18VAC110-20-180 and 18VAC110-20-190. No drugs shall be stocked in a satellite
pharmacy untif an inspection has been completed and approval given for opening.

D. For the following list of Schedule VI controlled substances, the PIC of a pharmacy
serving a hospital may authorize the storage in an area of the hospital outside the
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pharmacy, and may delegate the ordering and distribution within the hospital to
nonpharmacy personnel provided the conditions for proper storage and adequate
security and the procedures for distribution are set forth in the pharmacy's policy and
procedure manual, and provided that the PIC assures that these storage areas are
checked monthly for compliance. The storage areas must be locked when authorized
staff is not present in the area. Except for nitrous oxide, medical gases may be stored in
an unlocked area.

1. Large volume parenteral solutions that contain no active therapeutic drugs other
than electrolytes;

2. lrrigation solutions,
3. Contrast media;

4. Medical gases;
5. Sterile sealed surgical trays that may include a Schedule Vi drug; and:

6. Blood components and derivatives, and synthetic blood coraponents and products
that are classified as prescription drugs. .
18VAC110-20-450. After-hours access to the pharmacy.

A. When authorized by the PIC, an authoc;»zfg urse may have access to the

i ist a_stigply of drugs maintained by the
pharmacy at a location outside the pharmacy in orderg obtain emergency medication
during hours the pharmacy is closed, provided that such drug is available in the
manufacturer's original package or in units:which have been prepared and labeled by a
pharmacist and provided further that a sepaﬂr@"te acord shall be made and left withinthe
pharmacy at the location of the stock of drugs on a form prescribed by the PIC and
such records are maintained witﬁﬁakthe pharmacy for a period of one year showing:

re of the authorized nurse.

B. If the aftef-hodrs supply_of drugs is in an area that is continuously open and
staffed. such as azpatient floor or emergency room, then the area does not need to be
Jed If the after-hours supply is maintained in an area of the hospital that is not
open. and continuously staffed, such as a floor that primarily_ houses departments that
are closed daily. then an alarm that meets the requirements of 18VAC110-20-180 shall

be installed and activated at all times.
18VAC110-20-460. Floor stock drugs; proof of delivery; distribution records.

A. A pharmacist shall check all Schedule 11-VI drugs delivered to a hospital unit as
floor-stock before the drugs leave the pharmacy and shall initial or _sign _manually or
electronically the record of distribution verifying the accuracy of the distribution.

B. A delivery receipt shall be obtained for Schedule It through V drugs supplied as
floor stock. This record shall include the date, drug name and strength, quantity, hospital
unit receiving drug and the manual or electronic signatures of the dispensing pharmacist




Virginia Board of Pharmacy Minutes Aftachment A Page 46
December 12, 2007

and the receiving nurse. Receipts-shall-be-maintained-in-the-pharmacy-fora-period-of

B.C. A record of disposition/administration shall be used to document administration
of Schedule I through V drugs when a floor stock system is used for such drugs. The
record shall be returned to the pharmacy within three months of its issue. The PIC or his
designee shall:

1. Match returned records with delivery receipts to verify that all records are
returned,;

2. Periodically audit returned administration records for completeness as to patient's
names, dose, date and time of administration, signature or initials of person
administering the drug, and date the record is returned;

3. Verify that all additions to inventory are recorded, that
deductions from inventory are correctly calculated, that sums carriethfror
the next are correctly recorded, and periodically verify that doses documented on
administration records are reflected in the medical record; and

C.D. All records required by this section s iall be filed chronologically by date of

issue. and retained for two vears from the date” of return at the address of the
pharmacy. Schedule VI records may He.maintained in offsite storage or as an electronic
image which provides an exact intage.of:the document that is clearly legible provided
such offsite or electronic_storage is"retri

audit within 48 hours of a reguest by the-board or an authorized agent. Schedule 1I-V
records may only be stored offsite or electronically as described above if authorized by
DEA or in federal law or regulation. The filing requirements of 18VAC110-20-240 A 1
for separation of Schedule Il records shall be met for administration records if the
Schedule Il drugs©are listed in a separate section on a page that contains other

schedules of drugs.
18VAC110-20-490, Automated devices for dispensing and administration of drugs.

ital may use automated devices for the dispensing and administration of
a nt.to.§54.1-3301 of the Code of Virginia and §§54.3401 and 54.1-3434.02
of the Drug“Control Act and in accordance with 18VAC110-20-270, 18VAC110-20-420

or 18VAC110220-460 as applicable. The following conditions shall apply:

1. Prior to removal of drugs from the pharmacy, a delivery record shall be generated
for all drugs to be placed in an automated dispensing device which shall include the
date; drug name, dosage form, and strength; quantity; hospital unit and a unique
identifier for the specific device receiving the drug; initials of the person loading the
automated dispensing device; and initials of the pharmacist reviewing-the-transaction
checking the drugs to be removed from the pharmacy and the delivery_record for
accuracy.

2. At the time of loading, the delivery record for all Schedule i through V drugs shall
be signed by a nurse or other person authorized to administer drugs from that specific
device, and the record returned to the pharmacy ntal j i
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3. At the time of loading any Schedule I through V drug, the person loading will
verify that the count of that drug in the automated dispensing device is corregt. Any
discrepancy noted shall be recorded on the delivery record and immediatefy.reported to

the pharmacist in charge, who shall be responsible for reconciliation
or properly reporting of a loss. :

4. Automated dispensing devices in hospitals shall be capable of produg
copy record of distribution which shall show patient name _drug name and strength,

dose withdrawn, dose to be administered, date and time of ¥
and identity of person withdrawing the drug.

5. The PIC or his designee shall conduct at least a mfe'nt;hly audit to review
distribution and administration of Schedule 1l throtigh V drugs from each automated
dispensing device as follows: “

a. The audit shall reconcile records of all quantities of Schedule Il through V
drugs dispensed from the pharmacy with records of all quantities loaded into
each device to detect whether, drugs recorded as removed from the
pharmacy were diverted rather than beifig placed in the proper device.

b. A discrepancy report shall be generated for each discrepancy in the count
of a drug on hand ,Erfg‘ttlvg device. Each such report shall be resolved by the
PIC or his designee within 72 hours of the time the discrepancy was
discovered or, if detérmined to be a theft or an unusual loss of drugs, shall
be immediately reportedd the board in accordance with §54.1-3404 E of the
Drug Contrd} A

¢. The audit shaff%?giclude a review of a sample of administration records from

he-rgnth-being-auditedshall include all Schedule iI-V drugs administered for
a time period of not less than 24 consecutive hours during the audit period.

d. The audit shall include a check of medical records to ensure that a valid
order exists for a random sample of doses recorded as administered.

o The audit shall also check for compliance with written procedures for
“ gsecurity and use of the automated dispensing devices, accuracy of
distribution from the device, and proper recordkeeping.

f. The hard-copy distribution and administration records printed out and
reviewed in the audit shall be initialed and dated by the person conducting
the audit and—maintained—in—the-pharmacy-for—aperiod—oftwo-years. If
nonpharmacist personnel conduct the audit, a pharmacist shall review the
record and shall initial and date the record. These—distribution—records

mtmla ey oS e alfats roviaed
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6. If an automated dispensing device is used to obtain drugs for dispensing from an
emergency room, a separate dispensing record is not required provided the automated
record distinguishes dispensing from administration and records the identity of the
physician who is dispensing.

7. Automated dispensing devices shall be inspected monthly by pharmacy personnel
to verify proper storage, proper location of drugs within the device, expiration dates, the
security of drugs and validity of access codes.

8. Personnel allowed access to an automated dispensing device shall have a
specific access code which records the identity of the person accessing the device.

9 Proper use of the automated dlspensmg dev;ces and means of compliance with

manual,

10. All records required by this section shall be filed in chronological order from date
of issue and maintained for a period of not less than.iwo years. Records shall be
maintained at the address of the pharmacy providing sé to the hospital except:

a. Manual Schedule V1 distribution records may iftained in offsite storage:
or electronically as an electronic |maqe‘.,which provides an exact image of the
document that is_clearly legible prov:e&e such offsite or electronic records are
retrievable and made available for mswectlon or audit within 48 hours of a
request by the board or an authorazed agenty
b. Distribution and delivery rec:ords and requured signatures may be generated or
maintained electronically pr@mda
(1) The system being used has\the capabllltv of recording an electronic signature
which is a unigue |dent1ﬁer and ‘réstricted to the individual required to initial or
sign the record

{2} The records are malntained in a read-only format which cannot be altered
after the mfo;matlon is recorded

(3) The svsfegniused is capable of producing a hard-copy printout of the records
upon request. .
c. Schedule I\ distribution and delivery records may only be stored offsite or
eléctronically as described above if authorized by DEA or in federal law or

—copv distribution and administration records that_are printed and
revaewed in conducting required audits may be maintained at an off-site location
or electronically provided they can be readily retrieved upon request; provided
they are maintained in_a read-only format which does not allow alteration of the
records: and provided a separate log_is maintained for a period of two years
showing dates of audit and review, the identity of the automated dispensing
device being audited, the time period covered by the audit and review, and the
initials of all reviewers.

18VAC110-20-500. Licensed emergency medical services agencies program.

The pharmacy may prepare a drug kit for a licensed emergency medical services
agency provided:
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1. The PIC of the hospital pharmacy shall be responsible for all centrelled
prescription drugs contained in this drug kit. A_pharmacist shall check each drug kit
after filling the kit, and initial the filling record certifying the accuracy and integrity of the
contents of the Kit.

2. The drug kit is sealed in such a manner that it will prechude-anypessibility-of deter
theft or loss of drugs and aid in detection of such.

3. Drugs may be administered by an emergency medical technician upon an oral
order or written standing order of an authorized medical practitioner in accordance with

be signed by the operational medical director for the emergency medical
agency. The emergency medical technician shall make a recard of Al .
admmlstered to a patient. This admlnistratzon record shall be srgned b th" medlcat

the opened kit when exchanged An accurate rec
pharmacy on the exchange of the drug kit for a period ofone year.

5. The record of the drugs administeret
pharmacy records pursuant to state and fed &a! egulations for a period of not less than

two years. . o
6 intravenous solutions provrded bv a hospltal pharmacv to an emergency medical

Drugs Controlled subs’ra ces, as defined in the Drug Control Act, shall not be floor
stocked by a long-term carer?Tacrlrty, except those in the stat drug box or emergency
drug box or asw%prowded for in 18VAC110-20-560 within this chapter.

3. Ensure that the drugs for each patient are kept and stored in the originally
received containers and that the medication of one patient shall not be transferred to

another patient.

4. Ensure that each cabinet, cart or other area utilized for the storage of drugs is
locked and accessible only to authorized personnel.

5. Ensure that the storage area for patients drugs is well lighted, of sufficient size to
permit storage without crowding, and is maintained at appropriate temperature.
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6. Ensure that poison and drugs for "external use only" are kept in a cabinet and
separate from other medications.

7. Provide for the disposition of discontinued drugs under the following conditions:

a. Discontinued drugs may be returned to the pharmacy for resale or
transferred to another pharmacy for redispensing to the indigent if authorized
by §54.1-3411.1 and 18VAC110-20-400, or destroyed disposed of by
appropriate means in compliance with 18VAC110-20-210 _and with any
applicable local, state, and federal laws and regulations.

b. Drug destruction at the pharmacy shall be witnessed by the PIC and by
another pharmacy employee. The pharmacy may transfer the drugs for
destruction to an entity appropriately licensed to accept returns for
destruction. Drug destruction at the facility shall be witnessed by the director
of nursing or, if there is no director, then by the facility a@inistrator and by a
pharmacist providing pharmacy services to the facility or by another
employee authorized to administer medication. '

c. A complete and accurate record of the drugs returned or destroyed or both
shall be made. The original of the record of destruction shall be signed and

S and maintained at the long-
term care facility for a period of two years. Aieopy=of the destruction record
shall be maintained at the provider pharmacy fora.period of two years.

d. Long-term care facilities shall .destfoy discontinued or unused drugs or
return them to the pharmacy withott 30 days of the date the drug was
discontinued. by

8. Ensure that appropriate drug ref"%fe_nce materials are available in the facility units.

9. Ensure that a monthly review- ig therapy by a pharmacist is conducted for
each patient in long-term care facilities_except those licensed under Title 63.1 of the
Code of Virginia. Such review shall be used to determine any irregularities, which may
include but not be limited t&&drug therapy, drug interactions, drug administration or
transcription errors. The pharmacist shall sign and date the notation of the review. All
significant irregularities shall be‘brought to the attention of the attending practitioner or
other party having‘autherity to correct the potential problem.

18VAC110-20-535. R @ckmﬂ; of already dispensed prescriptions.

The primary provider pharmacy for a long term care facility may, but shall_ not be
required o, repackage a resident's prescription drugs. dispensed by another pharmacy,
into the un S&’or compliance packaging system used by the long term care facility to
assist in maintaining a uniform or more accurate system of administration.

1. Such repackaging shall only be done at the provider pharmacy.

2 Unit dose repackaging shall comply with requirements_of 18VAC110-20-420 and
compliance packaging shall comply with 18VAC110-20-340 B.

3 Records shall be maintained of all such repackaging of previously dispensed
medications to include date: repackaging pharmacist's initials (or those of the checking
pharmacist); and the pharmacy name, address. and prescription number of the original
dispensing.

4. Any portion of a resident's medication not placed into unit dose or compliance
packaging may be returned to the resident or kept for subsequent repackaging at the




Virginia Board of Pharmacy Minutes Attachment A Page 51
December 12, 2007

provider pharmagcy in the original tabeled container. !f kept at the pharmacy, it shall be
stored within the prescription department but separate from any working stock of drugs
used for dispensing by the pharmacy. and shall only be used for the patient to whom the
medication was originally dispensed.

18VAC110-20-536. Prescription drugs sent outside the factlity.

A. The provider pharmacy shall assure that residents who leave a long term care
facility for short periods of time or are discharged and who_are allowed to take
dispensed prescription medications with them, do so only in appropriate packaging.
properly labeled for outpatient use.

B. Pharmacies that provide medication to residents, in compliance paet
meets the requirements of 18VAC110-20-340 B, shall assure that if the facility
separates and sends only the individual containers needed during the time'the Tesident
is away without the main package label, that the resident is also give . copy of the
main package label or other appropriate documentation that contains thé complete

labeling information on the main package label.
18VAC110-20-540. Emergency drug kit.

The pharmacist providing services may prepare an emergehcy kit for a long term
care facility in which_access to the kit is restricted-toza licensed nurse, pharmacist, or
prescriber and only these licensed individuals may-administer a drug taken from the kit

[ iR e inister under the

£

the drugs would threaten the survival of the pz

2. The contents of the kitsshall be determined by the provider pharmacist in
consultation with the medical and hursing staff of the institutions and shall be limited to
drugs for administration by injegtion or inhalation only, except that Nitroglycerin SL may
be included. £

drug.

a. The dispensing pharmacy must have a method of sealing such kits so that
oncethe seal is broken, it cannot be reasonably resealed without the breach
being:detét
b. If a‘éi;};eal is used. it shall have a unique numeric or alphanumeric identifier
to preciude replication and/or resealing. The pharmacy shall maintain a
record of the seal identifiers when placed on a box or kit and maintain the

record until such time as the seal is replaced.

< o In lieu of seals, a kit with a built-in mechanism preventing resealing or
relocking once opened except by the provider pharmacy is also acceptable.

4. The kit shall have a form to be filled out upon opening the kit and removing
contents to write the name of the person opening the kit, the date, time and name and
quantity of item(s) removed. The opened kit is maintained under secure conditions and
returned to the pharmacy within 72 hours for replenishing.

5. Any drug used from the kit shall be covered by a prescription, signed by the
prescriber, when legally required, within 72 hours.
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18VAC110-20-550. Stat-drug box.

An additional drug box called a stat-drug box may be prepared by a pharmacy to
provide for initiating therapy prior o the receipt of ordered drugs from the pharmacy.
Access to the stat-drug box is restricted to a licensed nurse, pharmacist, or prescriber
and only these licensed individuals may administer a drug taken from the stat-drug box.
Additionally. a valid prescription or lawful order of a prescriber must exist prior_fo the

removal of any drug from the stat-drug box. A stat-drug box shall-be-provided-te-these

shall be subject to the

1 The box is sealed in such a manner that will preclude the loss of drugs.

a. The dispensing pharmacy must have a method of sealing such boxes 0
that once the seal is broken, it cannot be reasonably rg,sealed without the
breach being detected.

%]

b. If a seal is used, it shall have a unique numeric or‘aiphanumeric identifier
to preclude replication or resealing, or both. The pharmacy=shall maintain a
record of the seal identifiers when placed on a box and maintain the record
until such time as the seal is replaced.
c. In lieu of seals, a box with a built-in meeh
relocking once opened except by the provider

2. The box shall have a form to be filled gut:upon opéﬁing the box and removing
e box, the date, time and name and

ism preventing resealing or
macy is also acceptable.

quantity of item(s) removed. When the stat-drug
the pharmacy. :

4 There shall be a listing of the contehts of the box maintained in the pharmacy and
also attached to the box in the facility. This same listing shall become a part of the policy
and procedure manual of the fagility served by the pharmacy.

5.4, The drug Jisting on the box shall bear an expiration date for the box. The
e'the day on which the first drug in the box will expire.

apy may result in harm to the patient.

:The listing of drugs contained in the stat-drug box shall be determined by
the“previder pharmacist in consultation with the medical and nursing staff of
thesfong-term care facility.

b. The stat-drug box shall contain no Schedule Il drugs.

¢. The stat-drug box shall contain ne more than one Schedule Il through V
drug in each therapeutic class and no more than five doses of each.

18VAC110-20-555. Use of automated dispensing devices.

Nursing homes licensed pursuant to Chapter 5 (§32.1-123 et seq.) of Title 32.1 of
the Code of Virginia may use automated drug dispensing systems, as defined in §54.1-
3401 of the Code of Virginia, upon meeting the following conditions:

initiating

1. Drugs placed in an automated drug dispensing system in a nursing home shall be
under the control of the pharmacy providing services to the nursing home, the pharmacy
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shall have on-line communication with and control of the automated drug dispensing
system, and access to any drug for a patient shall be controlled by the pharmacy.

2. A nursing home without an in-house pharmacy shall obtain a controlled
substances registration prior to using an automated dispensing system.

3. Removal of drugs from any automated drug dispensing system for administration
to patients can only be made pursuant to a valid prescription or lawful order of a
prescriber- under the following conditions:

a. A drug may not be administered to a patient from an automated dispensing
device until a pharmacist has reviewed the prescription order and electronically
authorized the access of that drug for that particular patient in acedrda née with
the order. .

b. The PIC of the provider pharmacy shall ensure that a pharm !
line access to the system is available at all times to review a p ription order
as needed and authorize administering pursuant to the order reviewed.

c. Drugs that would be stocked in an emergency drug’kit'pursuant to 18VAC110-
20-540 may be accessed prior to receiving electrénic atithorization from the
pharmacist provided that the absence of the drugs wotild threaten the survival of
the patients. N

d. Automated dispensing devices shall bé capable of producing a hard-copy
record of distribution which shall show patiéat name, drug name and strength,
dose withdrawn. dose to be administered, date"and time of withdrawal from the
device, and identity of person withdrawing the drug.

4. Drugs placed in automated dispensing~devices shall be in the manufacturer's
sealed original unit dose or unit-of-use packaging or in repackaged unit-dose containers
in compliance with the requirements of 18VAC110-20-355 relating to repackaging,
labeling, and records.

5. Prior to removal of drugs=fom the pharmacy, a delivery record shall be generated
for all drugs to be plagéd in an dutémated dispensing device which shall include the
date; drug name, dosagé:form, and strength; quantity; nursing home; and a unique
identifier for the specific devige receiving drugs; and initials of pharmacist checking the

order of drugs to be removed from the pharmacy and the records of distribution for
accuracy. '

6. At the direetiorriof the PIC, drugs may be loaded in the device by a pharmacist or
a pharmacy techrﬁgian adequately trained in the proper loading of the system.

“Re:the time of loading, the delivery record for all Schedule Il through M VI drugs
be signed by a nurse or other person authorized to administer drugs from that
: pharmacy and—maintained—n
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8. At the time of loading any Schedule 1l through V drug, the person loading will
verify that the count of that drug in the automated dispensing device is correct. Any
discrepancy noted shall be recorded on the delivery record and immediately reported to
the PIC, who shall be responsible for reconciliation of the discrepancy or properly
reporting of a loss.

9. The PIC or his designee shall conduct at least a monthly audit to review
distribution and administration of Schedule 1l through V drugs from each automated
dispensing device as follows:

a. The audit shall reconcile records of ail quantities of Schedule Il through V
drugs dispensed from the pharmacy with records of all quantities loaded into
each device to detect whether any drugs recorded as removed from the
pharmacy were diverted rather than being placed in the proper device.

b. A discrepancy report shall be generated for each discreparicy in the count of a
drug on hand in the device. Each such report shall be reso ed. by the PIC or his
designee within 72 hours of the time the discrepancy was. discovered or, if
determined to be a theft or an unusual loss of drugs, shall be immediately

reported to the board in accordance with § 54.1-3404 E of the Drug Control Act.

the audit period.

d. The audit shall include a check of medic l.records to ensure that a valid order
exists for a random sample of .eﬁg§es recorded as administered.

e The audit shall also check.for tompliance with written procedures for security

and use of the automated dispensifig devices, accuracy of distribution from the

device, and proper reﬁcordkeepmgw

f. The hard-copy distﬁlgution and administration records printed out and reviewed

in the audit shall be initialed and dated by the person conducting the audit and
intai j If nonpharmacist

personnel gondyict the audit, a pharmacist shall review the record and shall initial

and date thegcord. istribui ! i i i

10. Automated dispensing devices shall be inspected monthly by pharmacy
personnel to verify proper storage, proper location of drugs within the device, expiration
dates, the security of drugs and validity of access codes.

11 Personnel allowed access to an automated dispensing device shall have a
specific access code which records the identity of the person accessing the device.

12. The PIC of the pharmacy providing services to the nursing home shall establish,
maintain, and assure compliance with written policy and procedure for the accurate
stocking and proper storage of drugs in the automated drug dispensing system,
accountability for and security of all drugs maintained in the automated drug dispensing
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system, preventing unauthorized access to the system, tracking access to the system,
complying with federal and state regulations related to the storage and dispensing of
controlled substances, maintaining patient confidentiality, maintaining required records,
and assuring compliance with the requirements of this chapter. The manual shall be
capable of being accessed at both the pharmacy and the nursing home.

13. All records required by this section shall be fited in chronological order from date
of issue and maintained for a period of not less than two years. Records shall be
maintained at the address_of the pharmacy providing services to the nursing home

except:

or electronically as an electronic_image which provides an exact ir
document that is clearly legible provided such offsite or electfonic storage is
retrievable_and made available for_inspection or audit with “hours of a
request by the board or an authorized agent.

b. Distribution and delivery records and required signatures may be generated or
maintained electronically provided

(1) the system being used has the capability of recor%iig_q -electronic signature
which is a unigue identifier and restricted to the individuak required to_initial or
sign the record

(2) the records are maintained in a read-oaly format which cannot be altered
after the information is recorded

(3) the system used is capable of producing a hard-copy printout of the records
upon request, h

¢. Schedule 1I-V_distribution and deiiv Fecords may only be stored offsite or
electronically_as describgd above if ‘authorized by DEA or in federal law of

regulation.

d. Hard-copy distrib@iﬁ&gp gﬁg administration_records that are printed and
reviewed in_conductings required _audits_may be maintained off site _or

electronically p
are_maintained
records; and providé":”*égzaﬂa separate log is maintained for a period of two vears
showing_dates of audit_and review, the identity of the automated dispensing

device being audited, the time period covered Dby the audit and review, and the

initials of‘alf reviewers.
18VAC1 10-20-570: Drugs in infirmariesffirst aid rooms.
Cantrolled Prescription drugs purchased by an institution, agency, or business

_ﬁhezi}:}ommonwealth, having been purchased in the name of a practitioner licensed
by the’ ‘{_";@%monwealth of Virginia and who is employed by an institution, agency, or
business which does not hald a pharmacy permit, shall be used only for administering to

those persons at that institution, agency, or business.

B. All controlled prescription drugs shall be maintained and secured in a suitable
locked storage area, the key to which will be in the possession of the practitioner or
nurse who is under the direction and supervision of the practitioner.

C. Such institution, agency, or business shall adopt a specific protocol for the
administration of prescription drugs, listing the inventory of such drugs maintained, and

authorizing the administering of such drugs in the absence of a practitioner in an
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emergency situation when the timely prior verbal or written order of a prescriber is not
possible. Administering of such drugs shall be followed by written orders.

1. For the purpose of this chapter, "emergency” means a circumstance requiring
administration of centrolied prescription drugs necessary to preserve life or to prevent
significant or permanent injury or disability.

2. The protocol shall be maintained for inspection and documentation purposes.

18VAC110-20-580. Humane societies and animal shelters.

A humane society or animal shelter, after having obtained the=proper permits
pursuant to state and federal laws, may purchase, possess and administer any drug
approved by the State Veterinarian to euthanize injuredszsick, homeless and unwanted
domestic pets and animals provided that these procedires are followed:

1. Drugs ordered by a humane sgciety for euthanasi shall_only be stored and
administered at the address of the humane society. Humane societies shall not order or
possess a stock of drugs for any purpose othérithah euthanasia.

4.2, A veterinarian shall provide general supéﬁtggion for the facility and shall provide
and certify training in accordance withi guidelines set forth by the State Veterinarian to
the person(s) responsible for admini tration of the drugs. Ceification of training signed
by the veterinarian providing the  fraifiifigishall be maintained at the facility for each
person administering drugs and mustbe retained for not less than two years after the

person ceases administering.

2.3. The person in charg&&of administration of drugs for euthanasia for the facility
shall obtain the required permit,and controlled substances registration from the board
and shall be respgnsible for maintaining proper security and required records of all

controlled substances:Obtained and administered.
a. If that pers

ceases employment with the facility or relinquishes his position,
he_shall immediately return the permit to the board and shall take a complete
ahd sccurate inventory of all drugs in stock.

b. pplication for a new permit shall be filed with the required fee within 14
days &n a form provided by the board. At that time, the new responsible person
shall take a complete and accurate inventory of all drugs in stock.

3-4. Drugs shall be stored in a secure, locked place and only the person(s)
responsible for administering may have access to the drugs.

45. Any drug used shall be obtained and administered in the injectable form only.

5.6. Al invoices and order forms shall be maintained for a period of two years.

6.7. Complete and accurate records shall be maintained for two years on the
administration of the drug. The record shall show the name and strength of the drug,
date of administration, the species of the animal, the weight of animal, the amount of
drug administered and the signature of the person administering the drug.
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18VAC110-20-590. Drugs in correctional institutions facilities.

A. All prescription drugs at any correctional unit facility shall be obtained only on an
individual prescription basis from a pharmacy and subject to the following conditions:

1. All prepared drugs shall be maintained in a suitable locked storage area with only
the person responsible for administering the drugs having access.

2. Complete and accurate records shall be maintained of all drugs received,
administered and discontinued. The administration record shall show the:

a. Patient name;
b. Drug name and strength;
¢. Number of dosage units received,
d. Prescriber's name; and
e. Date, time and signature of the person administering the indiv
drug.

3. All unused or discontinued drugs shall be sealed andgfge amount in the container
at the time of the sealing shall be recorded on the drug administration record, a copy of

4

G

an Adose of

the drug administration record, or other form showing “substantially the same
information. Such drugs shall be returned to the previder pharmacy or to a secondary
pharmacy along with the drug administration recortk:

3. All unused or discontinued drugs shall be sealed:and the amount in the container
at the time of the sealing shall be recorded on the drug administration record. Such
drugs shall be returned to the provider phé“r?:j acy or to a secondary pharmacy along with
the drug administration record, a copy of thgrd“rgg administration record, or other form
showing substantially the same information, within thirty days of discontinuance.

a. The provider or secomffag pharmacy shall conduct random audits of returned
drug administration regords fer accountability.

b. The drug administration records shall be filed in chronological order by the
provider or secg dary pharifiacy and maintained for a period of one year or, at
the option of the facility, the records may be returned by the pharmacy to the
facility.
c. Drugs may be returned to pharmacy stock in compliance with the provisions of

d. Other "‘d’fugwshall be disposed of or destroyed by the provider pharmacy in
accordanceswith local, state, and federal regulations.

= Alternatively, drugs for destruction may be forwarded by a pharmacist directly

n the correctional facility to a returns company after performing the audit
ghiired by subdivision 3 a of this section and ensuring the proper maintenance
of the administration records.

B. Emergency and stat-drug box. An emergency box and a stat-drug box may be
prepared for the a_correctional facility served by the pharmacy pursuant to 18VAC110-
20-540 and 18VAC110-20-550 provided that the facility employs one or more full-time
physicians, registered nurses, licensed practical nurses, or physician assistants er

C. Prescription drugs, including but not limited to vaccings, may be floor-stocked
only at a medical clinic or surgery center which is part of a correctional facility and which
is staffed by one or more physisians prescribers during the hours of operation, provided
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the clinic first obtains a controlled substances registration and complies with the
requirements of 18VAC110-20-690, 18VAC110-20-700, 18VAC110-20-710, and
18VAC110-20-720.

Part XV

Exempted Stimutant or Depressant Drugs and Chemical Preparations
18VAC110-20-610. Exempted chemical preparations.

The list of exempt chemical preparations set-ferth-in pursuant to 21 CFR §1308.24
and maintained by the administrator of DEA is adopted pursuant to the authority set
forth in §§54.1-3443, 54.1-3450 and 54.1-3452 of the Drug Control Act.

18VAC110-20-620. Exempted prescription products.

The list of exempt prescription products set-ferth-in pursuant to 21 CFR 1308.32 and
maintained by the administrator of DEA is adopted pursuant to the aythority set forth in
§§54.1-3443, 54.1-3450 and 54.1-3452 of the Drug Contrdl . the exempted
prescription products are drugs which are subject to the provisions of'§54.1-3455 of the
Drug Control Act.

18VAC110-20-621. Exempted anabolic steroid produtc S

The list of exempt anabolic steroid products setforth i purstiant to 21 CFR 1308.34
and maintained by the administrator of DEA gdopted pirsuant to the authority set
forth in §§54.1-3443, 54.1-3450 and 54.1-3452 st.the Drug Control Act; the exempted

anabolic steroid products are drugs which are stibfect to the provisions of §54.1-3455 of
the Drug Control Act.

18VAC110-20-622. Excluded veteri

The list of excluded veterinary anabdlicisteroid implant products set-ferth-in pursuant
to 21 CFR 1308.26 and maintained by _the administrator of DEA is adopted only for
legitimate veterinary use pursuant to the authority set forth in §§54.1-3443, 54.1-3450
and 54.1-3452 of the Drug Control Act; the exempted anabolic steroid products are
drugs which are subject to the.provisions of §54.1-3455 of the Drug Control Act when
used for implant to_eattle or other nonhuman species. These products are not excluded
from Schedule It prescribed, administered, dispensed, or otherwise distributed for
human use.

FY, anabolic steroid implant products.

Part XV1
Medical Equipment Suppliers

18VAC 111

A. A medical equipment supplier's location shall be inspected by the board prior {o
engaging in business. The location shall be clean and sanitary and shall have a system
of temperature control to provide for specified storage conditions for any Schedule VI

drug or device.

B. Hypodermic needies and syringes and Schedule VI drugs shall not be placed on
open display or in an open area where patrons will have access to such items. No
Schedule VI devices shall be placed in an area where responsible parties cannot
exercise reasonable supervision and control.

80. Medical equipment suppliers.

C. A medical equipment supplier shall receive a valid order from a practitioner prior
to dispensing and shall maintain this order on file on the premises for a period of two
years from date of last dispensing. The original order may be kept at a centralized office
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as long as it is readily retrievable within 48 hours and a copy of the order is kept on the
premises of the dispensing supplier. In lieu of a hard copy, an electronic image of an
order may be maintained in an electronic database provided it preserves and provides
an exact image of the order which is clearly legible and made available within 48 hours
of a request by a person authorized by law to have access to prescription information.

D. Medical eguipment suppliers shall make a record at the time of dispensing. This
record shall be maintained on the premises for two years from date of dispensing and
shall include:

1. Name and address of patient;
2. ltem dispensed and quantity, if applicable; and
3. Date of dispensing.

Part XVIHi
Controlled Substances Registration for Other Persons or Entiti

18VAC110-20-690. Persons or entities authorized of

quired to obtain a
controlled substances registration. :

A. A person or entity which maintains or intends to maintam%éhpply of Schedule i
through Schedule VI controlled substances, other thdn.manufacturers' samples, ir-erder
to-administer-such-drugs in accordance with provisieng of the Drug Control Act (§54.1-

3400 et seq. of the Code of Virginia) may apply for a‘gontrolled substances registration

on forms approved by the board.

limited to, hospitals without in-house pha‘i‘c;}" és, nursing homes without in-house

pharmacies that use automated drug dispensing systems, ambulatory surgery centers,

outpatient clinics, alternate delivery sites, and emergency medical services agencies

provided such persons or engyes“ag;e otherwise authorized by law and hold required
licenses or appropriate cggdenf?@ls to:administer the drugs for which the registration is
being sought. c

C. In determining ﬁbhet

prior to issuance of a controlled substances registration.

;;»;:Qpntrolled ?substances registration applications which indicate a requested
ins“g';gct:o%idate. or requests which are received after the application is filed, shall be
honoted ptovided a 14-day nofice is allowed prior to the requested inspection date.

3. i%éuested inspection dates which do not allow a 14-day notice to the hoard may
be adjusted by the board to provide 14 days for the scheduling of the inspection.

4. Any person wishing to change an approved location of the drug stock or make
structural changes to an existing approved drug storage location. or make changes io a
previously approved security system shall file an application with the board and be
inspected consistent with subsection B.

5. Drugs shall not be stocked within the proposed drug storage location or moved to
a new location until approval is granted by the board.
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D. The application shall be signed by a person who will act as a responsible party for
the controlled substances. The responsible party may be a prescriber,_nurse;
pharmacist. _or pharmacy technician for alternate delivery sites; or other person
approved by the board who is_authorized to administer or otherwise possess the
controlled substances for that type entity.

E. The board may require a person or entity to obtain a controlled substances
registration upon a determination that Schedule Il through VI controlled substances
have been obtained and are being used as common stock by multiple practitioners and
that one or more of the following factors exist:

1. A federal, state, or local government agency has reported that the person or entity
has made large purchases of controlled substances in comparison with other persons or
entities in the same classification or category.

2. The person or entity has experienced a diversion, theft, or other unusual loss of
controlled substances which reguires reporting pursuant fo §54.1-3404 of the Drug
Control Act. :

3. The person or entity has failed to comply with
controlled substances.

cordkeeping requirements for

4. The person or entity or any other person with ace to'the common stock has

e

violated any provision of federal, state, or local law or regutation relating to controlled

substances. y

18VAC110-20-700. Requirements for supe
registrants.

ion for controlled substances

gﬁjﬁ?a@shail provide supervision for all aspects of
se.of controlled substances as follows:

A. A practitioner licensed in VI
practice related to the maintenance

1. In a hospital or nursing home without an in-house pharmacy, a pharmacist shall
supervise. kY

2. In an emergency medic‘:ﬁé‘tg‘ services agency, the operational medical director shall
supervise. i

alata atdiala aakaTa

osteons odiatry—dentistry—or—veterinan rredict ype applicant or
a pharmacist or a prescriber whose scope of practice is consistent with the
the persen-orentity applicant or registrant and who is approved by the board
side the required supervision.

B. The sfi%fpervising practitioner shali approve the list of drugs which may be ordered
by the holder of the controlled substances registration; possession of controlled
substances by the entity shall be limited to such approved drugs. The list of drugs
approved by the supervising practitioner shall be maintained at the address listed on the
controlled substances registration.

C. Access to the controlled substances shall be limited to the supervising practitioner
or to those persons who are authorized by the supervising practitioner and who are
authorized by law to administer drugs in Virginia, or to other such persons as designated
by the supervising practitioner or the responsible party to have access in an emergency
situation. If approved by the supervising practitioner, pharmacy technicians may have
access for the purpose of delivering controlled substances to the registrant; stocking
controlled substances in automated dispensing devices: conducting inventories, audits
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and other recordkeeping reguirements; and overseeing delivery of dispensed
prescriptions at an alternate delivery site.

D. The supervising practitioner shall establish procedures for and provide training as
necessary to ensure compliance with all requirements of law and regulation, including,
but not limited to, storage, security, and recordkeeping.

E. Within 14 days of a change in_the responsible party or supervising practitioner
assigned to the registration, either the responsible party or outgoing responsible party
shall inform the Board and a new application shall be submitted indicating the name and
license number. if applicable. of the new responsible party or supervising practitioner.

substances registrants.

A. Drugs shall be stored under conditions which meet USP-N;%Q
manufacturers' suggested storage for each drug.

B. Any drug which has exceeded the expiration date shatknot be adrﬁinistered; it
shall be separated from the stock used for administration a maniained in a separate,
locked area until properly disposed.

C. If a controlled substances registrant wishes_.to
Schedule 1l through V! drugs, he shall transfer th
authorized to possess and to provide for proper disp

D. Drugs shall be maintained in a lockable cabinet, ‘cart, device or other area which
shall be locked at all times when not in usé&=The keys or access code shall be restricted
to the supervising practitioner and perso
18VAC110-20-700 C.

ugs to another person or entity
of such drugs.

E. In a facility not staffed n24"54a%9urs a daf\: the drugs shall be stored in a fixed and
secured room, cabinet or area.which;has a security device for the detection of breaking
which meets the following conditigns: |

1. The device shalf microwave, photoelectric, ultrasonic, or any other

generally accepted and suit ble device.

9 The installation shall-be-hard-wired-and-beth-the-installation and device shall be
based on accet burglar alarm industry standards.

3 The devicesshiall be maintained in operating order, and-shall have an auxiliary
source of powerfgl_@e monitored in accordance with accepted industry standards, be
maintaiped in operating order; and shall be capable of sending an alarm signal to the

itoringsentity if breached and the communication ling is not operational.

device shall fully protect all areas where prescription drugs are stored and
shall be apable of detecting breaking by any means when activated.

5 Access to the alarm system shall be restricted to only designated and necessary
persons, and the system shall be activated whenever the drug storage areas are closed
far business.

6. An alarm system is not required for researchers, animal control officers, humane
societies, or alternate delivery sites as provided in 18VAC110-20-275.




